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™ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i& Washington, D.C. 20460

"y ﬂmﬁ'ée

GIFICE (QF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

March 1, 2006

Dolana Blount,
Regulatory Director
ETIH20

1725 Gillespie Way
El Cajon, CA 92020

Subject: Axen 30
EPA Registration No. 72877-3
Application Date: February 10, 2006
Receipt Date: February 14, 2006

Dear Ms. Blount:

This acknowledges receipt of your notification, submitted under the provision of PR Notice
98-10, FIFRA section 3{c) 9.

Based on a review of the material submitted. the following comments apply:
The notification appiication is not acceptable for the following reasons:

1. Delete all labe! claims stating that this product provide residual activity against bacteria
up to 24 hours after initia! applications. Refer to Subdivision G, §91-2 (m).

2. The paragraph under the heading “General Information™ must appear with sufficient
prominence relative to other text and graphic (chart) material to assure that the
instructions will not be overlooked under customary conditions of purchase and use.

3. On page 2 first paragraph, add asterisks or numbers to the word “bacteria and fungus”
to correspond with the names of the bacteria and fungus listed in the chart.

Should you have any questions or comments concerning this letter, please contact me by

telephone at 703-308-6422, email at heyward adam@epa.qgov or Killian Swift by telephone at
703-308-6346 or email at swift killian@epa.qov.

Sincerely

Adam Heyward

Product Manager (34)

Regulatory Management Branch I
Antimicrobials Division (7510C)




Pebrgary 10, 2006

Docoment Prow essing Dosk (INOTR
Office o Peawide Programs 17504C1
LS, Ervvironmiental Protection Agency
Room 266A, Cryslal Mall 2

1921 Jetferson Davis Highway
Atlington, VA 22202.4501

Attention, Adham Heywardd

Subject: Axen30, EPA Reg. No. : 72977-3
Notification of other labeling revisions per PR Notice 98-10

Dear Mr, Hovwarnd:
We e natitying of the following ¢ hanges 1o the abosve referenced nuster Libetb:

1o Clanncation of option 1o include o delete the signal word “CAUTION ton this Category [V

disnlectant. (Reference: Label Review Atanual, 1 Fdition, Ch, 7, Section DAL and 1A, 2

2. The tolfowing optional marketing phiases related to correntdy approved organism ¢laimes
fave heen added:
o Kills MRSA o Kills Hpv
o Kulls Methiedhn Resistant Staph o Kills Herpes Simpley Vicas
o Widl Methicillin Resistant Staphvloo o s aurens o Kills Induenza A Vitas
o Kills VRE o Kills Rhinpvirue
a  Kills Vanocomycin-resestand Laterococeos o Kilis Polis Vicus Tyvpe
e Kills Vancomyem resistant Enterococcus faeeom

i The foltowing oplional general macketng phicases bave beon added:
e Silver formui
s Powererd by Axenohl (Asenohl, 72977 1 is the MU dituted 1o make Axenit

o Powered by SOC 2400 (SDC 2400 i~ an alterate brand ouame of Axenohl

o Powered by [Alteroate brand name] (on Tutuee additional brand names of the MUP)
o lorduly use

e Ulae for o liresh] (healthier] [home fonvitonment] fkite henj {area)

o Patenled Tonmula

s ~salnasssan s i Tull complianee with the notitie ation procedore s wdeatmed in PR Notice O8 10
A regpared by PR Nolice 98. 10 for nonilic ation of other Libeling e siors. enclosed pleass tiod the
follonwingg:

Lo Application Tormu@b70- 13, including the PR Naotice 98 10 cetilicaton stalemient

2. One copy of the product Labeling with each or the changes bighlighied.

LE A E |
- L]
= . osce
Plisise contact me it vou have any guestions ahout the endlosod tens, Please fax g copy gt the
Agency's acceptance ot this notilic stion 1o G 19-5906-8791). R
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FTIH)(J f dfadese -
— L]
», fr 5 «\' - nu. so80
y H - -
l' i ¢ o0 B ceos
U‘""' \ B = e
.
elanag BIGart seee °
[ R X X ]
Regulatory
LR N X ]
eRse
L] - L ]

R R T T TS IR IR B - »




Axen® 30

Disinfectant, Fungicide & Virucide*

[Disinfects and Deodorizes)
[Restaurants] ® [Hospitals] ® [Schools] ® [Homes] ¢ [Offices]

Manufactured by ETI H20

A Division of Innovative Medical Services
1725 Gillespie Way

£l Cajon, CA 92020

EPA REG. No. 72977-3

EPA EST. No. 72977-CA-Q01

Net Vol 32 oz,

Active Ingredient
Sitver’ 0.003%
Citric Acid 4.840%
Other Ingredients 95.157%
Total 100.000%

LA A J

" Electrolytically generated Silver i0RS e ®

KEEP OUT OF REACH OF CHILDREN . *

[CAUTION] ;

: "N :.
LL ] b L] .
Note: This product s a Category W nat requInng a signal
word, The signal word CAUTION Ty be used sB003 1he
regisirant or any sub resasteant WAt * ol
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DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

AXEN?® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial
disinfectant and deodorizer. Proven to kill bacteria, fungus and viruses*, AXEN® 30 Disinfectant, Fungicidal &
Virucidal Spray should be used on non-porous environmental hard surfaces in [homes], [hospitals], [nursing)
[Romes], [medical and dental clinics], [laboratories), lambulance and patient transfer vehicles], {funeral homes],
hotels), frestaurants], [schools), [day care facilities), [offices], [veterinary clinics], [animal shelters], [kennels],
{exercise facilities), [beauty and barber shops}, {subways), [trains}, {airplanes), [ships], [busses] and [other public
transportation vehictes], (locker rooms], [kitchens] and {restrooms].

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous
environmental surfaces (painted, glazed tle, plastic, metal, glass, glazed porcetain) and abjects including [wallsj,
[floors), [counters], [sinks], {exterior toilet surfaces], [cabinets), [tubs], [showers], [doorknobs), {lights switch
covers), [telephones), {appliances], [stove tops), [bed frames], [wheelchairs), fover-bed tables], [examination
tables] and {waste containers), [tables}, and [chairs).

(This product] can be used in can be used in [homes), {schools], [nurseries], [daycare centers), [playrooms),
[playground and/or recreational facilities], fwashrooms), [kitchens), [restrooms and/cr bathrooms), {school
buses].

Use to disiafect the following hard, non-porous surfaces: [children’s toys), [toys] [toy box(s}}, [diaper pail(s)],
[diaper changing table(s}, fbathroom and/or kitchen counter(s)), [desk(s)], [play tabie(s}), [computer keyboard],
[telephone] [doorknobis)), [jungle gymi(s)), [olayhouse(s)), {child car seat], {stroller(s)] {crib(s)], [playpen(s)],
[activity center(s)], {tanning beds);

[FAST], [EASY), [EFFECTIVE]
General Information

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray successfulty killed the fallowing
organisms under AOAC protacols (In order to ensure that afl organisms listed are killed, you
must use the contact times as directed in the Application [nstructions):

[ Organism Kill Time
| #Pseudomonas aeruginosa ' 30 seconds
$Staphylococcus aureus ' 30 seconds
$Salmonella choleraesuis 30 seconds
tListeria monocytogenes ' 30 seconds
Vancomycin resistant £nterococcus faecium ' 2 minutes
Methicillin resistant Staphylococcus aureus ' 2 minutes
Escherichia coli 0157:H7 2 minutes
Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes
$*HIV type 1- Strain HTLV HIB’ 30 seconds
*Herpes Simplex Type 1 VR-733 F(1) Strain * 1 minute
*influenza A VR-544, Hong Kong strain * 10 minutes S,
*Rhinovirys R37 VR-1147, Strain 151-1 ? 10 minutes seve
*Polio Type 2, VR-1002, Lansing Strain * 10 minutes 20 Y
- [ X ]
1 Evaluated in the presence of 5% organic soil. seamss .
2 Evaluated in the presence of 1% organic soil e x e
o ‘: - .: : [ AR N L]
e [ E R Y ]
L]
LX N RN saaa
L] [ ]
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NOTE: Bracketed information is optional wording for product specific [abels gl
LE RN ]
LA R N J
- - 0
L] L]




[Fungicidal Activity: AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray is effective against Trichophyton
mentagrophytes, the Athlete’s foot fungus, Use in locker rooms, dressing rooms, shower and bath areas, and
exercise facilities.)

[Deodorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused by
bacteria. Use to control cdors 1n hospitats, nursing homes, pubhc restrooms, animal kennels and barn stalls. In
private homes, use in the xitchen, bathroom, sink rooms and basements.

APPLICATION INSTRUCTIONS

Pre-clean surfaces prior to using this product.

General Disinfection:
For general disinfection and control of the bactena Pseudomonas acruginasa, Staphylococcus aureus,
Salmoneila choleraesurs, [isteria monocylogenes, Vancomycin Resistant Enterococcus faecium  (VRE),
Methicillin Resistant Sraphylococcus aureus (MRSA) and Fscherichia coli 0157:H7 the surface must be
completely wer with AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray for 2 minutes. The surface may
then be wiped dry with a clean towel. When used as directed, AXEN® 30™ Disinfectant, Fungicidal &
Virucidal Spray provides protection from Pseudnmonas acruginosa, Staphylococcus aureus and Salmonella
choleracsuis up to 24 hours after mitial application.

R e B i SISV Sy
Fungus Control:
For effective controi of the fungus Trichophyton mentagrophytes, the surface must be completely wet with
AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wiped dry
with a clean towel. Re-apply when cleaning or when new growth appears.

*¥Viral Control:

To kill Herpes Simpiex Type 1 F(1) Strain Influenza A Virus, Hong Kang strain, Rbinovirus R37 Strain 1511,
Polio Virus Type 2 Lansing Strain the surface must be completely wet with AXEN™ 30 Disinfectant, Fungicidal
& Virucidal Spray for 10 minutes. The surface may then be wiped dry with a clean towel

Kills HIV-1 on pre-cleaned environmental surfaces/objects previously sciled with blood/body fluids in health
care settings (or other settings in which there is an expected likelihood of soiling of inanimate surfaces/objects
with blood or body fluids, and in which the surfaces/obyects likely to be soiled with blood or body fluids can
be associated with the potential for transmission of HiV):  Instructions for Cleaning and Decontamination
Against HIV on pre-cleaned environmental surfaces/ohjects previously soiled with blood/body flunds: Personal
Protection: When handling items soiled with blood or body fluds, use appropriale barner protection such as
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Blood and other body fluids must be
thoroughly cleaned from surfaces and objects before apphcation of this disinfectant.  Contact Time: Apply
AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray o area to be treated. The surface must be completely
wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then be
wiped dry with a clean towel. This coatact time will not control all organisms histed on this label. Refer to
application instructions for ather organisms. Disposal of Infectious Materials: Blood and other body fluids
should be autoclaved and disposed of according to federal, state and local regulations for infectious waste
disposal.

KEY: The following langu.ge will be pninted an the label of products intended to be sold 1o health facihties:

This product is not 1o be used as a terminal sterilanthigh level disinfectanl on any surface or instrument that

{1} is introduced directly into the human body, either into or in contact with the human body, either 1nto or in

contact with the bloodstream, or normally stenle areas of the body, or (2) contacts intact mucous membranes

but which does not normally penetrate the blood barrier or otherwise enter normally sterdle areas of the body.

This product may be wsed to preclean or decontaminate critical or semi-cnitical medical devices prior lp, |
L]

sterilization or high level disinfection. AP
- STORAGE AND DISPOSAL ) :.l
Storage: Do not cuntaminate water, food or feed by storage or disposal.
Disposal: Do not reuse container. Rinse thoroughly befare discarding in trashfor fecycling, |
Thaeeee
PRaPN A -
IN CASE OF EMERGENCY Ten sees

Rave the product container or label with you when calling a poison control cempr xr doctors er
going for treatment. You may dlso contact CHEMTREC 1-800-424-9300 for efft?féncy medical
treatment information. .

LA LN ]
L ]
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Additional language for front or back panel

Kitls Staphylococcus aureus in 30 seconds'

Kills Salmonella choleraesuis in 30 seconds’

Kills Listeria monocytogenes in 30 seconds’

Kifls Pseudomonas aeruginosa in 30 seconds’

Kills germs in 30 seconds’

Kills common household germs

Kills common househaold germs including Salmonella, Staphylococcus, Listeria, and
E. coli.

Kills [Saimonella), [Staphylococcus], [Listerial, and {E. coli].
Kills - Bacteria, Fungus and Virus*

No dulling residue

Disinfects without bleaching

No harsh chemical smeil

Odorless

Disinfects household surfaces

No Mixing Required

(Kills] [Eliminates] MRSA

[Kills] {Eliminates] Methicillin Resistant Staph

[Kills] {Eliminates) Methicillin Resistant Staphylococcus aureus
[Kills] [Eliminates] VRE

{Kills] [Eliminates] Vanocomycin-resistant Enterococcus
(Kills] [Eliminates] Vancomycin resistant Enterococcus faecium
[Kilis] [Eliminates] HIV

[Kills] [Efiminates) Herpes Simplex Virus

[Kills] [Eliminates] Influenza A Virus

{Kills] [Eliminates] Rhinovirus

[Kills] [Eliminates] Polio Virus Type

Silver Formula

Powered by Axenoh!

Powered by SDC 2400

Powered by [Axenohl Alternate brand name]

For daily use

Patented formula

Use for a [fresh] [healthier] [home] {environment] [kitchen]

KEY: soo e
*= Refer to viruses i
{ = Refer to organisms controlled with 30 second kill time de 8
Alternate language for the front or back panel A Seasie

{Formulated for] [Hospitality Environment] [Institutional] [Childcare Eanr'cr‘lments]:"'

2 s x LE LR 1] LB N X
fMedical & Nursing Environment] I :
soad
-
LR R 2 2
LR RS ]
L4 LJ
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Optional graphics for back of label (graphics are larger here than they will appear
on the label)
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@ United States ) Fleglstratlon [
WEPA Environmental Protection Agency Amendment ;
Washingtan, DC 20480 OthEF i
l
Application for Pesticide - Section |
{. Company/Product Numbaer ! 2. EPA Product Manager 3. Proposed Classification
72977-3 S — ¥ — R iAda_aneyw?_r‘q”___m_ e e —1 ﬂNono [ " Resincted
4. Company/Product (Name) | Prag | -
Axen 30 J |
5 Neme snd Address of i'\pphcﬂﬂt Unchude ZIP Codel & Expedned Hevelw tn accordance with FIFRA Secuon 3-:cl(3)
ETIH20 - {blfr), my product is simitar or identical in composition and (abeling
1725 Gillespie Way oo
. EPA Reg. No.
El Cajon CA 92020 | e
i [Cﬁu& if this is @ now address Product Name
Section - Il
—"j' Amandment - Explain below ] “ Finat pnnted iebeis in repsonse to
_ .. Agency latter detad e B wo et

| * Resubmigsion in response 10 Agency letter dated | _ “Ma Too” Application.

1
|
sl
Notficetion - Explgin beiow, : ! Other - Explan balow,

Explanatlon Use additional pagel(s) if nscessary. (For section ! and Saction IL,)

Notfication of Other Labelng Rewsions per PR Notice 98-10

This notificalion 1s consislent with the provisions of PR Nolice 98-10 an EPA requlatons at 40 CFR 132 46, and 0o other changes have been made 1o the
labeling or Ihe configenbal statement of formwla of this product | understand that itis a wiolation of 18 U S C Sec 1001 to willfully make any faise statemenl 1o
EPA. I further understand thal « this notification is nol consistent with the lerms of PR Notice 8- 0 and 40 CFR 152 48, ihis product may be in violation of
FIFRA and | may be subject lo enforcement action and penalties under sechnns 12 ane 14 of FIFRA

Section -

1 Molorial This Prnducl \'lﬁll Bs Pachagad in:

Child-Rssistant Packagng Ty Ut Ptckawng ' Water Sulub!o Pecksgmg l 2. Tvpe of Comainer

o Yos ‘ " ! Yes : _A Yas I | Matat

v ; v ' o _-{’_ Plastic

L{JNO '/ Ne L _‘ -| b o i Glass

. o i !‘I Yos No. per LIf *Yes” No. per i I _| Peper
- - tion must Ium: Packaging wgtl. conténer Packsgo wgt container ! L Other (Specify} e
ubmitted ! : )
G v e e T o S, SO SRE  NU—
3. Locatlon of Net Contents Information 4. Srzelg) Ratail Container 5. Location of Label Directions
L'/___lfboi |] Container i 4-32 oz, 1-220 gallon ['.,..j_“ o
6. Manner in Which Label is Affixed to Product [ < {lehoqraph [ I Othar = T
| Papsr glued &
Stenciled

Section - IV

. Contact Point {Complate items d:ner!y helow for idontiticetion of individuat to be contacred, f necessary, 1o process rh:s spplication. |

Noame | Tide Tolephone Na.'(fncfude Area Code)
LR N
Dolana Blount , Director of Regulalcjry Affairs i £19-5606-5600
S > s B wwn RS, (o N O
Cemfscat:un 6. Dat# Application
| cartily that ths stetements | have made on this form and sll attachments theretc are true, sccurate end c&!"ﬂ‘t% Received
1 acknowledge that any knowlinglly false or musleaeding statemant may be punishable by fine or imprisonmeft or  * o S2amped)
bath undar appllcsbla Iaw *a : . ': °
T T SR e g s - e — e p—
!rg | 3. Tive veeen vell
l ; i Regulatory Director e N
{’ [ e | i G T e e e e e R T adeo
4, Tvpod Name | 5. Data seee
' aed e
Dotana Blount l 02/10/2006 *eet 2
]

EPA Form 85701 |[Rev. 3-94) Previous editions are obsoiste. White - EPA File Copy [oniginal] Yellow - Afiphicant Copy



Plsaso Read All Instructionn Before Completing this Form (Form must be typoed) Form Approved. OME Mo, 20700044, Approval Expites 1-31-95

Unitad Statas
Py Environmental Protection Agency
P Qitice of Pesticide Programs {7505C)
w Weshington, DC 20460

Notice of Supplemental Distribution of a Registered Peasticide Product

Instrucitions

After a registrant has obtained finaf registration for the basic product, the registrant may then supplementally
distribute his/ber product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

if a registrant has a potential distributor who dogs not have a company number assigned, she/he should have the
distributor apply, on letterhaad staticnery, 10 the Registration Division to have a numbar assigned prior to submitting
this form 10 the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Registration Nurmber ¢! Product Distributor Company Numbser
729773 Ki062

Note: Do not submit distributar product labels

Nams of Reqistored Product ibesic oroduct nsmoe gecepiad by EFAJ ! Distrbutor Preduct Namo

|| LR ] L]
Axen 30 ] Frasghl Froe e
me -and Add:o-ss ol D}s.l-ubu;o;;ﬁ;;_;;.;uds zZw codo:l" - T . . T
Envwroguard Stences LLC ® °so
4725 East 915t Sirect . o .
Suite 200 sssano
Tulsa, OK 74137 L oo:
o L
L] ® o
a4 oo ea9
L]
- LEEX
Read Alf Conditions Before Signing ST
(I XN
coem
1. The distributor product must have the same composition as the basic product. SN

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.

3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that

specific claims may be deletad if by doing so, no other changes 10 the label are necessary.

The product must remain in the manufacturer's unbroken container.

The label must bear the EPA registration number of the basic product, followed by a byphen and the distributor's

company number.

. Distributor product labels must bear the name and address of the distributor qualified by such terms as “packed
for...”, "distributed by...”; or "sold by..." to show that the name is not that of the manufacturers

7. All conditions of the basic registration apply equalty to distributor products. It is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requiremsnts placed on the basic product.

L

Bistributor

We intand to marke! aur product under the Distributor Product Name specified sbovo, subject 1o tha condittons specified on this Nolice

Signature Title-al Orstributor '/j Date
< Y 2, 240 fo
- J A AA WL\c_f'" . \— _“.“"
i 17 I e e =0
FERY b
& s Reglstrant
| sgree tha! the distributor numed sbave may distesbute and sell the Distribuior Froduct specifiad sbove, subyact 10 the conditons specified on this

Date

, Relu s L Diner - O 4T.06

EPA Form B570.5 (Rev. 8:94) Previous sdilions are obsolets, | White - EPA

— 10
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Peass Resd All instrucuons Before Completing this Form (Ferm miust ba typad) Form Approved. OMB No. 2070-D044. Approval Explres 7-31-55

United S1a106

Py Environmental Protection Agency :
Em Offics of Posticide Programs (7505C)
v Washington, OC 204860

Notice of Supplemental Distribution of a Registered Pasticide Product

Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementaily
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, sha/he should have the
distributor apply, on letterhead stationery, to the Registration Division to have a numbar assigned prior to submitting
this form to the agency.

This Notice of Supplemantal Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

EPA Regietzation Number of Product Distributor Company Mumber
72977-3 J B306?
Nota: Do not submit distributor product labels
o of Reﬂie_ioted Product (basic product name scceptod by EPA) ! Distrbutor Product Name LA & ]
an 30 I Staph Attack ssa
A R, < s i _!__ : L2 ] :. e
s ; - @ L] i
o and Addrese of Distabuter {Typs; include ZIP codal
[ ETEXN] L ]
nwroguard Sciences. LLC « = o
4725 East 91st Streat 4 * oY Mg
Suile 200 |s:to; s e
Tulsa, OK 74137 sa e
L ] - o
L R LN *e -
» -
(EEX X 2] a
Read Al Conditions Bafore Signing T
L XN ]
L]
1. The distributor product must have the same composition as the basic product. b
2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.
3. The labsling for the distributor product must bear the same claims as the basic product, provided, however, that

specific claims may be deleted if by doing so, no other changes to tha fabe! are necessary.
. The product must remain in the manufacturer’s unbroken container.
. The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's
company number.
. Distributor product labels must bear the name and address of the distributor qualified by such terrns as "packed
for...","distributed by..."; ar "sold by..." to show that the nama is not that of the manufacturer.
7. All canditions of the basic registration apply equally to distributor products. It is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requiremants placed on the basic product.

Distributor

We infend 1o market our praduct undor the Distrsbutor Product Name specified ehove, subject e the conditions spacilicd on this Naltice,

Date
=
W r~23- - :
7.
Reglstrant
| agroo that the distributor d obove may distrib and gall the Distributor Frogucl spacifiod cbove, subject to e ditions specified on this

Matico.

:é,i_ﬁr\%“t 8 an .l'l'itl( ’}2)\‘( |s/t:"-ant ' Date
;\ﬂbl SEE piginr o pomermy Ll &4 200

EPA Form 8570-5 (Rev. 8-94) Prewvious adilions are cbsolete, | White - EPA

o 11




Pioose Read All Instructione Befors Completing this Form [Form must be typed] Form Approved. OME No. 2070-0044. Agproval Expires 1-31-35

United Statss

P Environmenta! Protection Agency
EPA Otfice of Pasticide Programa {7505C)
\7 Washington, CC 20480

Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registrant has obtained final registration for the basic product, the registrant may then supplementalty
distribute his/her product. One form must be submittad for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a ragistrant has a potential distributor who does not have 8 company number assigned, she/he should have the
distributor apply, on letterhead stationery, to the Registration Divigsion to have a number assigned prior to submitting
this form to the agency.

This Notice of Supplamantal Distribution must be submitted by the basic registrant. The completed form must have
the concurrence ard signature of both the registrant and the distributor.

EPA Registration Number of Product | Digtributor Company Number
72677-3 83062
Note: Do not submit distributor product isbels GRnee.

ame of Ragisterod Product wmc product nemo osccepted by ERA) i Dintributor Product Neme

Axen 30 | EnviroGuard E R,
U g L . -
and Addeeos of Distributer (Type; includa 2IP cods) Sk .
nviroguacd Sciences. LLC .. T 3 ree
4725 East 9181 Streel “oas i
Suite 200 . e e
Tulsa, Oklahoma 74127 e o sese
L] LE N ]
LA X & ]
L X ] L]
Read Ali Conditions Before Signing RITTH
LA ] L]

1. The distributor product must have the same composgition as the basic product.

The distributor product must be manufactured and packaged by the same parson whao manufactures and packages
the registerad basic product.

The lzbsling for the distributor product must bear the same claims as the basic product, provided, howevaer, that
specific claims may be delated if by doing so0, no other changes ta tha label are nacessary.

The praduct must remain in the manufacturer’s unbraken container.

The label must bear the EPA repistration number of the basic product, followad by a hyphen and the distributor's

3,
| company numbar.
7.

ol

Distributor product labels must bear the name and address of the distributor qualified by such terms as “packed
for...”,"distributed by..."; or "sold by...” to show that the name is not that of the manufacturer.

All conditians of the basic registration apply equally to distributor products. it is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

Distributor

We infend to morkat our product under the Distributor Product Mams specified nbove, subjoct to the cenditions spoecifiod on this Notico.

- ]
Tide of D{stn‘butor Data

. Sy . . St : [ &
A g N 3 “')( ks s l?—,[_?'_’ k ‘{'_S
2l I — o
/’k“:"{’ Reglstrant
1 agrec that the distributar normed obove may distribute and self the Distributor Product speoified ebove, subject to the conditions specified on this

Notice.

SN 8 ] itle & i aot Date

I | "
XA TN T, e oF poaviniy ANy 2425

EPA Form 8570.5 {Rev, 8-94) Previous editiens sro obsolete, i Whita- EPA

- 12




4

Raad All instructione Befois Completing this Form (Ferm muest be typed) Form Apgrowed. OME No. 2070-0044. wmn'mms

United States
Environmsental Protection Agency

2] Office of Posticide FPrograms {2505C)
f’ Washington, DC 20480

Natice of Supplementsal Distribution of a Registered Pesticide Product

Instructions

After a registrant has obteingd final registration for the basic product, the registrant may then supplementaily
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company numbsar must be shown.

If o registrant has a potential distributor who does not have 8 company number assignad, she/he should have the
distributor apply, on letterhead stationery, to the Reglstration Division to heve 8 number pasigned prior to submitting
this form to the agency.

This Notice of Supplemeantal Distribution must be submitted by the basic registrant. The camploted form must have
the concurrence and signature of both the registrant and the distributor.

EPA Ragiztration Number of Product Distributor Company Mumber
72977-3 82841
. - eim - - .. - —— ——— i - i . L] L.
LN X N
Note: Do not submit distributor product labets . ’
Nams of Reglstered Product Lbesic product name sccaptod by FPA} Distributor Product Name -:::.c
‘tnan:m Cleaa Kifl 30 *
»> LR
-
Namao ond Address of Distributar (Type; include ZiP code) [N
teway Oxlahoma Treding Corporation e s B
1 E. Memorial Road soaece
Edmond. OK 73013 % e
- LR X}
LE N R
ﬂocoo.
Road A¥ Conditions Before Signing ‘eo” &

1. The distributor product must have the same comgposition as the basic product.

2. Tha distuibutor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.

3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that
specific claims may be deleted if by doing so, no other changes to the label are neceasary,

4. The product must remain in the manufacturer’s unhroken container.
. The labsl must bear the EPA registration number of the basic product, followed by a hyphen and the distributor’s
company hurmber.
8. Distributor product labels must bear the name and sddress of the digtributor quatified by such terms as “packed
for...","distributed by..."; ar "sold by..." to show that the name is not that of the manufacturer.
. All canditions of tha basic registration apply equally to distributor products. It is the responsibility of the basic
registrant to see that all distributor labeling is kept in compliance with reguiremants placed on the basic product.

Distributor
We mtoend to markot our product undgr the Distributor Product Name specified sbove, subject to the canditians specified on this Notico,

Signsture and Tide of Dlujlrihutoc : O Date
274 > / =K »(.T'A L 2 T Fw"
/ kg Jres Tt E(L. & SO €D
~
. 3 Registrant
! agroe thot the fistnd o above may distribute and self the Distriduter Froduct specifisd abovs, subject fo the cenditions spocified on thiz
Nolice.

Tnie,nl Date
uﬁ(‘zw" l}im{z;z{ ﬁa}ulaa et JOHb5

EPA Form 8570-5 (Rev. 8-94) an editions ero mum i Whits - EPA
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Please Read Al Insiructions Before Completing ihis Form (Form must be typed) Form Approved. OMB. No. 2070-0044

Unitad States l

Py Environmantal Protection Agency
2 PA Oftice of Peslicide Programa (7805C)
\’E Woshington, DC 20480
Notice of Supplementa! Distribution of a Ragistered Pesticide Product

Instructions

After 4 registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor mvolved. The basic registration number and the distributor company number must be shown.

i a registrant has a potential distributor who does not have a company number assigned, she/he should have the
distributor apply, on lottarhaad stationary, to tha Registration Division to have a numbaer assigned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor,

EPA Ragistrstion Numbar of Product

Distributor Company Number

+ | 72977-3 _ _72854 o o
. Nota: Do not submit distributor product labels
Nema of Roaistorod Product Wbasic oroduct name sccepted b EPA] |' iawinates Penduct Neme T b
1
d Axen 30 - i AgION Silver Disinfectant and Virucide

‘Nam; e;w Addross of [-);B-lﬁulbuln-»: Type: mﬂ:.rdo Zir Mn}
AglION Technologies, Inc.

80 Audubon Road
Wakefield, MA 01880

Regd All Conditions Before Signing

1. Tha distributor product must have the same campaosition as the basic product.
2 The distributor product mugt be manufactured and packaged by the same parson who manulfactures and packages
the registered basic product.
3. The labeling for the distributor product must bear the same cltaims as tha basic product. provided, howover, that
specific claims may be deleted if by doing g0, no other changes 10 the label are necassary.
. The product must remain in the manufacturer's unbroken container.
5. Tha label must bear the EPA registration number of the basic product, followed by 8 hyphen and the distributor's
company number.
6. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
tor...",“distributed by..."; or "sold by..." to show 1hat the name is not that of the manufacturer.
7. Alt conditions of the basic registration apply equally 10 distsibutor products. It is the responsibility of the basic
ragistrant to see that all distributor labeling is kept in compliance with requiremants placed on the basic product.

IS

Distributor
We intend to murket cur product undor the Disteibuior Product Name specifiod above, subect fo the conditi spocifiod vn this Notico,
Signotdro Title of Disgptrutos Qeute
P Vs r
4 ’ 4 -
[ -4 ( Corporate Counsel Sepp fer e 12,0002,
‘_T/ bl v Sl raldi - 2 : enve
Reglswant %
a0
| agroc that the distributor nemed sbove may disttibute and sall the Distributor Product speciiod above, sulipect fo the canditrans specifiod qp this asbEda
No 1 . . &
L ] . "
LE X ¥ T
: Oota . Tees #
! f/ — e »
. 94 {i : al 20 e
] .Y € (rgf ﬁ Lu‘?) -y Q” ;6/‘;"———'86 ‘:0 Babew

| White-EPA ge54a’

fPA Form R570-5 (Rev. B-94) P are

a
as &

« o
L
L2 ] o
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Plegsa Rosd All inetructicns Befors Complating this Form (Form must be typod) Form Approved. CME No. 2070-0044. Approval Explres 1-31-95
United Ststes

o Environmental Protection Agency
\vEm Office of Pesticide Programe (7505C)

Washington, DC 20480
Notice of Supplemental Distribution of a Registered Pesticide Product

Instructions

After a registzant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submirtted for each distributar product and must be signad by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assigned, sha/he should have the
distributor apply, on letterhead statianery, to the Registration Division to have a number assigned prior to submitting
this form to the agency.

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both ths registrant and the distributor.

EPA Rogistration Number of Product Digtributor Company Numbaer
72077-3 086243

Note: Do not submit distributor product labels

ame of Registered Produet (basic product name sccopted by EPA) | Distributos Product Name
Axen 30 ! Germ Controt 24 - Silver Formula

meo and Addresa of Distributor (Typs: :‘ncfm:;a 2ZIP codal

CLEAN CONTROL CORP oo
5145 FOREST RUN TRACE-SUITE B e i, o
ALPHARETTA, GA 300224504 . .
L] IEER R
- (2 T RN
Read All Conditions Befors Signing . L
L ] L] i
(TR X
1. The distributor product must have the same compositicn as tha basic product. * i
. The distributor product must be manufactured and packaged by the same person who mznufactures and packages.
the registered basic product. -

2

3. The labsling for the distributor product must bear the same claims as the basic product, provided, howavar, that
I specific claims may bae delsted if by doing s0, no other changes to tha label are nacessary.

3

. The product must remain in the manufacturer's unbroken container.

. The label must bear the EPA regisiration number of tha basic product, followed by a hyphan and the distributor's
company number.

. Distributor product labsls must bear the name and address of the distributor qualified by such terms as “packed
for...”,"distributed by..."; or "scld by...” to show that the name is not that of the manufacturer.

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic

registrant to see that all distributor labefing is kept in compliance with requirements placed on the basic product.

Distributor
We intend to merket our product under the Distributor Produet Name specifiod ebave. subject ta the conditians specifiod on this Notice.

Sig% /2‘& &j, _ mdt_b;/g'jg?/

Regisuant

1 ogrea that the distributor nomed abovo may distribute and sell the Distidbutor Product specified ebove, subject 1o the ditions specifisd on this
No

igr;mturtand Titls bf Regigtrant " Cats » /
St YR B! f)}a.:.\ PRV &.- _ S/ )T [
i : i

|  White - EPA

EPA Form 8570-6 (Rev. B-94) Prewvious aditions are obaolets.
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TASK ASSIGNMFNT FORM
Antimicrobial Division/Regulatory Management Branch II

A ||| Completed by Product Manager

PRODUCT REVIEWER: /Z;[{M /7/(,7({/'4 /-\ f_-) RMB_H TEAM 34

Description of Action: ; ] FPA File Svmbob’Reg No.:

v ‘?é/ i 3 it 9’ 77'"

Decision No. : .,_kubmlssmn No. '-" E / é’ é' 7; Fee for Serwce Action Code:
i
FQPA Action Code Lo ?r./} -~ | Non-FQPA Action Code: T Fee for Service Fee: §
' MONTH DAY YEAR
r _f—--,
APPLICATION DATE / / F {4 2004
T Qi
EPA PIN DATE ] L 22F 2004
e
%IEWER ASSIGNED DATE / ped [ 2004
DATE DUE TO PM 2005
DATE DUE OUT OF AGENCY 2005
Type of Data: | PSB Product | PSB Acute PsB RASSE RASSB RASSB RASSB
Chemistry O | Toxicology D | Efficacy Environmental Ecological Chronic Exposure
| Fate a Effects O Toxicolog 0 a
COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM.

DP Barcode No(s):

| For Arctic Slope Contract Only
s | ARCTIC SLOPE/MANAGER

Contract No.: 0332

Contractor: Arctic Slope

Final Task: Signature
(Total hirs)

Draft Task: Signatare
__ {Bst.hrs)

C || Reviewer’s Comments:

Response Code: I Response Date: ' . i /;:- (-

16



e %’ﬁ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g 3 Washington, D.C. 20460

Do

4@ pgmt"'
OFFICE OF
rREVENT IUN, IEST1070en
AN TGHIT SUBSTANTLE
De r 2004

Ms. Dolana Blount
Regulatory Affairs
ETI H220

1725 Gillespie Way
El Cajon, CA 92020

Subject: AXEN 30
EPA Registration No. 72877-3
Application Date: November 30, 2004
Receipt Date: December 1, 2004
Dear Ms. Blount:

This acknowledges receipt of your notification. submitted under the provision of PR
Notice 98-10, FIFRA section 3(c]9.

Proposed Notification
. minor label revisions imposed by the California Dept. of Pesticide Registration.
General Comments
Based on a review of the material submitted, the following comments apply:
The notification application is acceptable.
Should you have any questions or comments concerning this letter, please contact me

at (703) 308-6422.

Sincerely, _

dam Heyward

/Producl Manager (34)
Regulatory Management Branch |l
Antimicrobials Division (7510C)

17




November 30, 2004

Document Processing Desk (NOTHFR)
Office of Pesticidle Programs (7504C)
U.S. Environmentat Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attention: Adam Heyward

NOTIFICATHON
Subject: Axen30, EPA Reg. No. : 72977-3 i 1;2&,;\(:{\ O ,f.,
Notification of other labeling revisions per PR Notice 98-10 “enawed By, d AL e &7

-

Dear Mr, Heyward:

We are notifying of the following changes to the above referenced master label in response to
mandatory 1abel changes imposed by the Cabifornia Department of Pesticide Registration:

1. Pre<cleaning instructions have read changed to read: “Pre-clean surfaces prior to using this
product.”

The following phrase has been added to the “Contact Time” section of the HIV instructions:
“This cantact time will not control all organisms listed on this label. Refer to application
instructions for other organisms.”

b

3, The term “toilets” has been replaced with “exterior toilet surfaces.”

4. The symbol after the term “viruses” and “virucidal” remains an asterisk (*) and identifies the
viruses controlled by this product. The symbol after the term “Kills germs in 30 seconeis”
and related phrases has been changed 10 a double-dagger (£) and identifies thuse organismy
that have a kill time of 30 seconds.

This submission is if full compliance with the notification procedure as identified in PR Notice 98-10.
As required by PR Notice 98-10 for notification of other labeling revisions, enclosed please find the
toliowing:

1. Application Form{8570-1), including the PR Notice 98-10 centification statement

2. One copy of the product labeling with each of the changes highlighted.

Please contact me f vou have any guestions aboul the enclosed dems. Please lax a copy ol the
Agency’s acceptance ol this notification 10 619-596-8700.

Sincerely,
ETIH20 —— . | .
) '__ /. - ;%a-'\ i :o.a:-
QL “ ‘ Y: 3 °
o . r: o o
Dolana Blount e et
R("gU‘i‘TOIY - :ao:c:
soveoe
. e
cessas e
L Sonss
o o
. secee
vene
..-..'

1725 Gillespie Way ® El Cajon, CA 92020 = telephone 619-596-8600 ¢ facsimile 61 9-596-8?0@5:"
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United States

Wathington, DC 20460

Environmenta! Protection Agency

Registration
Amendment
Other

OPP Identifier Numbaer

Application for Pesticide - Section |

2. EPA Product Maneger

3. Propoaad Clsasification

1. Company/Product Number

El Cajon CA 92020

Check if this is @ now address

72677-3 Adam Heyward L L_:J None D it
4. Company/Product {(Nsma) PM#
Axen 30 33
5. Name end Address of Applicent finclude ZIF Code} 6. Expedited Reveiw. In accordance with FIFRA Section 3{(c)(3}
ETI MH20 {b}(i), my product is similar or ideritical in composition and labeling
j . to:
1725 Gillespie Way EPA Reg. No.

Product Name _

Section - Il

| Amendment - Explein balow.

[ Resubmisaion in response to Agency letter dated

Notificetion - Explein below,

Notification of Other Labeling Revisions per PR Notice 98-10.

Explanation: Use sdditional pagols) if necessary. {For section | and Section (1)

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at ACFR 152.48, and no other changes have been made to the
labeling or the confidential statement of formula of this product. |understand that # is a violation of 18 1.8.C. Sec. 1001 to willfully make any false statement (o
the EPA. | further understand that if this notification is not consistent vith the terms of PR Notice 98-10 and 40 CFR 152.48, this product may be in violation of
FIFRA and { mav be subiect to enforcement action under sections 12 and 14 of FIFRA

Final printed isbels in repsonae to
Agancy letter dated
“Me Too™ Application.

L]

NOTIF
Date Revie NLSAT’ON

R Lﬁz;é&-"“
Sviowed By 4 HZ gLav

Other - Explein betaw.

L

Saection - Il

1. Materisl This Product Will Ba Packaged In:

Child-Resistant Packaging Unit Packaging

Water Soluble Packaging 2. Type of Container

= fication must i i !
wbmitted | i

i
A, I
[ Yes ] Yes ‘ Yes Metal
e v Plagtic
g.l M _'/_.' Mo § No o ) Glaaa
It "Yes" No. per If "Yeos" No. per E_H Paper
Unit Packaging wgt. container Packsge wgt container i Other {Specify)

i

3. Location of Net Cantents Infarmation

LZ_ Lebs! [_] Container

4. Size{n) Retail Contsinar
4-32 0z.; 1-250 gallon

6, Location of Label Diroctions

£~ on el

Paper

8. Manner in Which Labal is Affixed to Product F“ thhogr.u.ph
Stenciled

D Other

ued

Section - IV

1. Contact Point {Complete itams directly befow for identification of individua! to be contectod, if nocessary, lo process this spplication. |

Name Tide Telephone Np. (inglude Area Code)
Dolana Blount Regutatory 819-596-8640 2 105
-e -
6+ Duto Applicstion
Certification . n.&‘ v::!wu
1 cortity that the statemnents | have made on this form and &l attachments thersto are trus, eccurato snd completo. SR
J scknowledge that sny knowlinglly felse or misteading stetement may be punishable by fine or imprisonmant or (Staﬂ'lpﬁi e
both under applicpbln law.
——— *Ssdade
-] -
Z,ST?Mmrs ?"\ 3. Title e e
Wty | e el
L] (A X RN}
4, Twod Name 6. Date et o
I avew
Dolana Blount November 30, 2004 o
enas
Whits - EPA Fils Copy (original]  Yellow 4 Adglicant Copy

EPA Form 8570-1 [Rev. 3-94) Previous oditions are obsolste.



Axen® 30

Disinfectant, Fungicide & Virucide*

[Disinfects and Deodorizes]
[Restaurants] ® [Hospitals] ® [Schools] ® [Homes] e [Office

NOTIFICATION
vl By 4 ’L&'—“’“‘

- LT ITTR
i T

- ’/ S
= Active Ingredient
: Silver' 0.003%
: Citric Acid 4.840%
4 Other Ingredients 95.157%
Total 100.000G% .

‘:f ':'...l

" Flectrolytically generated Silves ity ©,

y g . (X
- r '
. sssone
- . 8
. L]
TXET Y]
L] L]
- - e
sdoe0D
3 . sewne
H L] .
L] sasen
e
LR
seee
LE RN ]
L]
LA R ]




Axen® 30

Disinfectant, Fungicide & Virucide*

[Disinfects and Deodorizes]
[Restaurants] ® [Hospitals] ® [Schools] ® [Homes] ® [Offices]

Manufactured by ETI H20 »ﬂscirl:.tngredient 0.003%
A Division of Innovative Medical Services o ; ‘
. . Citric Acid 4.840%
1725 Gillespie Way :
. Other Ingredients 85.157%
El Cajon, CA 92020 Total 100.000% *_
EPA REG. No. 72977-3 * :OOl-n
EPA EST. No. 72977-CA-001 ! tlectrolytically generated Silver ioffs, *,
Net Vol. 32 oz. & e
KEEP QUT OF REACH OF CHILDREN -
CAUTION
LTI R
:...

NOTE: Bracketed information is optional wording for product specific labels

(A LR LE ]
L L
(LA R R R ]
(X}
asenn
L] L]



DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

AXEN* 30 Disinfectant, Fungicidal & Virucidal Spray 15 a colorless, odorless broad specteum antinucrobial
disinfectant and deodorizer. Proven to kill bactena, fungus and wviruses”, AXEN" 30 Disinfectant, Fungicidal &
Virucidal Spray should be uvsed on non-porous envitonmental hard sudaces 0 [homes), thosptals]. [rursing]
{homes), [medical and dental clinics], |laboratones), lambulance and patient teansier vehicles), {funerai homes).
|hatels), frestaurants], [schools), {day care facihtes), [offices], [vetennary cliics), lantmal sheltersd, [kenneksi
lexercise facilines), [beauty and barber shops], |subways), [trams), faeplanes]. fships], [busses]) and Jores putslac
transporiation vehicles], [locker rooms), [kichens] and frestrooms).

AXEN" 30 Disinfectant, Fungicidal & Virucidal Spray has been tormulated to dismiedd fard, non-porous
environmental surfaces (painted, glazed lile, plastic, metal, glass, glaced porcelaing and ubjects i ludmg fwalls,
[floars], [counters|, [sinks}, (exterior toilet surfaces|, [abinets], [tubs], [shosers) fduorknobsl, [hehts swateh
covers), [telephones], lapphances), [stove tops!, bed frames], pwheelcharrsl, Joverbed tablesy, esamination
tables] and {waste containers], [lables], and [chaers).

{This product] can be used in can be used in fhomes), jschools), fnuersenies], fdaveare conters], {playiooms],
{playground and/or recreational facilities], [washrooms|, {kitchens), [restrooms and/or hathraoms], s buot
buses].

Use 10 disinfect the following hard, non-parous surfaces: [cluldren’s 1oys], {toys] [toy boads)], {dwaper padts)].
[diaper changing tableis)], Ibathroom and/or knchen counter(si], {de<k(sy], [plav tablewsi), fcomputer keyboand},
{telephone} [doocknobis], jungle gvm(s)), [playbouseis)], fohld car seat], [strollers)] lonb(s)), [playpentsit.
Lactivity center(s)), lanning beds];

FAST, EASY, EFFECTIVE
General Information

AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray successiully killed the following
orgamisns under AOAC prolocols fin order to ensare that all organisms listed are killed, you
must use the contact mes as dicected 1 the Apohcation Insteuctionsy:

Qrganism ~ Kill Time |
tPseudomonas aeruginosa ' _ 30 seconds
fStaphylococcus aureus 30 seconds
tSalmonella choleraesuis '~ . 10 seconds
tlisteria monocytogenes ' 30 <econds |
Vancomycin resistant Enterococcus faecium ' 2 minules
Methicillin resistant Staphyfococcus aureus * 2 minutes |
Escherichia coli 0157:H7 ' 2 minutes
Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes |
$*HIV type 1- Strain HTLV IIIB ' 30 seconds
*Herpes Simplex Type 1 VR-733 F(1) Strain = | | _minute | & __ &
*Influenza A VR-544, Hong Kong strain * 10 minutes
*Rhinovirus R37 VR-1147, Strain 1511~ ) 0mmutes 1 2% "
*Polio Type 2, VR-1002, Lansing Strain |10 minutes | .

1 Evaluated in the presence of 5% organic suil.

2 Evaluated in the presence of 1% organic sl
- L]
:..0..
’....’

NOTE: Bracketed information is optional wording for product specific lahels ':::.
L]

asoé
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Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray s effective against {richophyton
mentagraphytes, the Athlete’s foot fungus, Use in locker rooms, dressing rooms, shower and bath areas, and
exercise facilities.

Deodorizes: AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused by
bacteria. Use to conteol odors in hospitals, nursing homes, public restrooms, ammial keanels and barn stadls. o
private homes, vse in the kitchen, bathrgom, sink rooms and basemenls,

APPLICATION INSTRUCTIONS
Pre-clean surfaces prior ta using this product.

General Disinfection:

for general disinfection and control of the bacteria Pseudomonds actugingsa, Staphylococcus aureus,
Salmonella choleraesuss, Listeria monocytogenes, Vancomycin Resictant faterococcus  faecium  (VRE),
Methicillin Resistant Staphylococcus aureus (MRSA) and Eschencliua coli 0157:H7 the surface must be
completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 2 munutes. The surface may
then be wiped dry with a clean towel, When used as dicected, AXEN® 30™ Disinfectant, Fungicidal &
Virucidal Spray provides protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmoneila
choleraesuis up to 24 hours after initial application.

Fungus Control:

For effective controt of the fungus Trichophyton mentagrophiytes, the surtace must be completely wet with
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 munutes. The surdace may then be wiped drv
with a clean towel. Re-apply when cleaning or when new growth appears.

*Viral Control:

To kill Herpes Simplex Type 1 F(1 Strain Influenza A Vires, Hong Kong stram, Rhunovirus R47 Steatn 15141,
Polio Virus Type 2 Lansing Strain the surfare must be complelely wel with AXEN® 30 Disinfectant, Fungicidal
& Virucidal Spray for 10 minutes. The surface may then be wiped dry with a clean towel

Kills HIV-1 on precleaned environmental surfaces/objects previously soiled with blood/body fluids in heahib
care settings (or other settings in which there 1s an expected likelthood of soihng of inanimate surfaces/objects
with blood or body fluids, and in which the sudacesfobjects likely 1o be saled with blood or body flids can
be associated with the potential for transmission of HIVE  instructions for Cleaning and Decontamination
Against HIV on pre-cleaned environmental surfaces/objects previously sailed with Blood/bady fluwds: Personal
Protection: When handling items soiled with blood or body fluids, use appropnate barrier protection such as
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Blood and other body flwnds must be
thoroughly cleaned from surfaces and objects before apuhication of this disinfectant.  Contact Time: Apply
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray 1o area to be treated. The suriace must be completely
wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then be
wiped dry with a clean towel. This contact time will not control all organisins listed on this label. Refer to
application instructions for other organisms. Disposal of Infectious Materials: Blood and other body fluids
should be autoclaved and disposed of according to federal, slate and local regulations for infectious waste
disposal.

KEY: The following language will be printed on the label of products miended 1o he sold 1o health facihbes:

This product is not to be used as a terounal stenlant/high level disinfectant on any sudace or inslrumen that
(1} is introduced directly into the human body, either into or in contact with the human body, either into or in
contact with the bloodstredmn, or normally sterile areas of the body, or (2] contacts intact mucous membranes
but which does not normaliy penetrate the blood barrier or othenwise enter normally stenile areas of the hedy. e
This product may be used to preclean or decontaminate criical or semi-catical medical devices prioe to

sterilization or high level disinfection. o e
STORAGE AND DiSPOSAL 'y
Storage: Do not contaminate water, food or feed by storage or disposal. L
Disposal: Do not reuse container. Rinse thoroughly before discarding in trash or recycling.
:0'0: b
IN CASE OF EMERGENCY "
Have the product container or label wah you when calling a poison control center or doctor, ar.
going for treatment. You may also contact CHEMTREC 1-800-424-9300 for emergency mecfi;gl.*
treatment information. _ sent
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Additional language for front panel

Kills Staphylococcus aureus in 30 seconds’

Kills Salmonelfa choleraesuis in 30 seconds’

Kills Listeria monocytogenes in 30 seconds’

Kills Pseudomonas aeruginosa in 30 seconds’

Kills germs in 30 seconds’

Kills common household germs

Kilts common household germs including Salmonelia, Stajphylococcus, Listeria, and
E. coli.

Kills Salmenella, Staphylococcus, Listeria, and £. coli.
Kills - Bacteria, Fungus and Virus*

No dulling residue

Disinfects without bleaching

No harsh chemical smel!

Odorless

Disinfects household surfaces

No Mixing Required

KEY:
*= Refer to viruses
+= Refer to organisms controlled with 30 second kill time

Alternate language for the back panel

Kills Staphylococcus aureus in 30 seconds’
Kills Salmonella choleraesuis in 30 seconds’
Kills Listeria monocytogenes in 30 seconds’
Kills Pseudomonas aeruginosa in 30 seconds’
Kitls germs in 30 seconds’

*= Refer to viruses
t= Refer to organisms controlled with 30 second kill time

Alternate language for the front or back panel
Hospitality Environment

Institutional

Childcare Environments

Medical & Nursing Environment

[ L]
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@
*e L]
e @ L}
* e
- trsbne
* LI ]
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Optional graphics for back of label (graphics are larger here than they will appear
on the label)
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& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
@ 2 Washington. D.C. 20460

QFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

November 16, 2004

Andrew Yokoyama

Senior Pesticide Use Specialist
Dept. of Pesticide Regulation
Pesticide Registration Branch
916-324-3914

ayokovama r.ca.gov

Subject: AXEN® 30
EPA Registration Number 72977-3

Dear Mr. Yokoyama:

This is response to your email question with regards to the current accepted label dated March
17, 2003 for the subject product. The label contains the EPA efficacy laboratory established
contact time and a chart which display the actual kill time for each bacteria and viruses. The
label dated March 17. 2003 is a legal accepted labe!. You may use the March 17, 2003-label
to camplete the processing of AXEN® 30, EPA Registration Number 72977-3.

Residual claims are listed on the current Elizabeth Brown <brown@chemreg.com > label against
some bacteria. Per the label, “AXEN’ 30 Disinfectant, Fungicidal & Virucidal Spray provides
protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella choleraesuis
up to 24 hours after initial application.” The Agency has requested that the residual claims be
removed from the label (March 3, 2003). The last accepted label still makes reference to
residuat efficacy. The registrant was again told, via telephone communication on November
15, that the residual claim must be deleted from the label within six (6} month from date of
notice, along with other label revisions, e.g., chart. | will follow-up this with a written letter to
the company.

Innovative Medical Services has also agreed to meet with the EPA/AD to discuss the labeling
and to revise it so that the label is similar to other EPA registered products that list the actual
kill time on the label. Should you have any questions or comments concerning this letter,
please contact m? at (703) 308-6422.

Sincerely,
'_f?"‘-“ £

“Adam Heyward
Product Manager 34

Regufatory Management Branch Il
Antimicrobials Division (7510C)
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Dolana Biount To Adam Heyward/DC/USEPA/US@EPA
<dblount@imspure.com>

12/14/2004 06:20 PM ce

bee
Subject Conference call summary

Adam-

Thank you for your time this moming. I appreciate you rushing from your prior meeting to join
us. Below is a brief summary of our conversation and agreement.

Issue 1: Label formatting for kill time vs. official contact time.

As we agreed, we will move the table listing the tested contact times after the application
instructions. We will also put the statement, " In order to ensure that all organisms listed are
kitled, you must use the contact times as directed in the Application Instructions” in bold font.
As you stated, this is a formatting issue (non-notification) and does not require submission to the
Agency. This will take effect at the next printing of labels.

Issue 2: Residual sanitization claim

As agreed, we will submit a written justification as to why the residual protection study we
submitted should be accepted for the existing claim. The claim can remain on the label until EPA
considers that justification.

If you have any questions, please contact me to discuss.

Sincerely,

[olana Blount
ETIH20
DBlount@imspure.com
619.596.8600, ext. 105

Sreir el o e e e e T s e e vl v e e e e e s s i devle o e i e e e vl s e o e e ol vl de ded deok el

This message is intended for the sole use of the intended recipient. The
message and any files transmitted with it may contain material that is confidential
and/or legally privileged. Any review, reliance or distribution by others or
forwarding without express permission is strictly prohibited. If you are not the

intended recipient, please contact the sender and delete all copies and
attachments. .

e e e e e e vk e e A i e e A e e ek ok R i R e e i e
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&P UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

i &g WASHINGTON, DC 20460
§

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

October 6, 2004

INTERN EMORANDUM

Subject: Response to Multiple Contact Times for EPA Reg. No. 72977-3, Axen® 30
Disinfectant, Fungicide, & Virucide

From: Tajah L. Blackbumn, Ph.D., Microbiologég‘

Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division {(7510C)

To: Adam Heyward PM 34
Regulatory Management |
Antimicrobials Division (7510C)

Registrant: ETI H20
A Division of Innovative Medical Services
1725 Gillespie Way
El Cajon, CA 92020

Formulation from Label

Active Ingredient{s} % by wt.

SV ..o T 0.003%

CHROG AT i T s s i it es s e b as A T 4.840%

Other Ingredients ............ccoeviiiiiiiiieiienes i 85.157%

Total 100.000%
Page 1 of 3
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Comments Pertaining to Label “Kill Time” and “Contact Times”

5
The last accepted label is dated March 17, 20047 Using the last accepted fabel as a
reference, the chart listed on page 2 detailing kill times is not consistent with the contact times
listed for bactersa and wruses A copy of the chart is hsted be!ow

Organlsm N - ;-:.. ‘_ s Klll T:me
Pseudomonas aeruginosa 30 seconds
Staphyloccoccus aureus 30 seconds
Listeria monocytogenes 30 seconds
Vancomyecin resistant Enterococcus faecium 2 minutes
Methicillin resistant Staphylococcus aureus 2 minutes
Escherichia coli 0157:H7 2 minutes
Trichophyton mentagrophytes (Athiete’s foot) 10 minutes
HIV-type 1- Strain HTLV IIIB 30 seconds
Herpes Simpiex Type 1 VR-733 F(1) Strain 1 minute
influenza A VR-544, Hong Kaong strain 10 minutes
Rhinovirus R37 VR-1147, Strain 151-1 10 minutes
Polic Type 2, VR-1002, Lansing Strain 10 minutes

The heading attached to this chart states that “AXEN® 30 Disinfectant, Fungicidal, &
Virucidal spray successfully killed the following organisms under AOAC protocois ( In order to
ensure that all organisms listed are killed, you must use the contact times as directed in
the Application instructions).” The kill times are representative of laboratory observations,
and may be misleading to the consumer. The statement attached to the chart, “...you must use
the contact times as directed in the Application Instructions,” should be placed in bold, or this
chart should be revised or deleted. From a semantic standpoint, the consumer may potentiaily
misinterpret the “kill time® for “contact time.” To justify the continued presence of chart, the
applicant stated that the chart will remain as ariginally submitted with the statement cited above
(letter dated March 10, 2003). The Agency stresses the importance of one contact time for
bacteria and one contact time for viruses, if not the same contact time. The last accepted label
has a contact time of 2 minutes for bacteria (Pseudomonas aeruginosa, Staphylococcus
aureus, Salmoneila choleraesuis, Listeria monocytogenes, Vancomycin Resistant Entercoccus
faecalis (VRE), Methicillin Resistant Staphylococcus aureus (MRSA)} and Escherichia coli
0157:H7), a contact time of 10 minutes for viruses (Herpes Simplex Type 1 F(1) Strain,
Influenza A Virus Hong Kong strain, Rhinovirus R37 Strain 151-1, Palie Virus Type 2 Lansing
Strain, and a contact time of 30 seconds for Human Immunodeficiency Virus Type 1 (HIV-1)
which are currently acceptable.

Page 2 of 3.
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A residual claims appears to be included against some bacteria. Per the label, “AXEN®
30 Disinfectant, Fungicidal & Virucidal Spray provides protection from Pseudomonas
aeruginosa, Staphylococcus aureus and Salmonella choleraesuis up to 24 hours after initial
application.” The Agency has requested that the residuai claims be removed from the label
(March 3, 2003). The last accepted label still makes reference to residuaj efficacy.

Lastly, the following label change should take place on any subsequent label
submissicns:

<“E.coli 0157:H7" to read “E.cofli O157:HT".

Page 3of 3
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Dolana Blount To: Adam Meyward/DC/USEPA/USEEPA, Adam
<dblount@imspure.com Heyward/DCAJSEPAUS@EPA

>

ce:
10/04/2004 02:56 PM Subject: Axen30 EPA Reg#72977-3

RE: Axen30, EPA Reg# 72977-3

Adam-

T understand that you are reviewing our product Jabel in reference to questions from CDPR. I
wanted to take this opportunity to remind you that we discussed this issue at the time Axen30
was registered, and it was agreed that we would make a clear notation that the user must follow
the contact times listed under application instructions. As you will note, the label currently
reads, "In order to ensure that all organisms listed are killed, you must use the contact times as
directed in the Application Instructions." The Application Instructions clearly indicate the
longest contact time for each subset of microbe (2 minutes for bacteria, 10 minutes for Fungus
and viruses listed).

I would like to point out that other registrants also list multiple kill times on their label. Please
refer to Product Reg# 1130-15 (Bumshine Germicidal Solution) and Product Reg# 70791-1
(EcoTru). Both of these labels list a range of kill times for various organisms with no disclaimer
like ours as indicated above. We feel that we have made every effort to make the label clear to
the consumer while accurately reflecting our products performance, and we believe that the label
should not be altered as the Agency has allowed other registrants to label their products in a
similar way.

Thank you for your attention to this matter. Please feel free to contact me if you have any
questions.

Best Regards,

Dolana Blount

ETI H20
DBlount@imspure.com
619.596.8600, ext. 105

dedr e Ao A v s e A S A e e e e e sk v e e e e de e ek ok e e el e Ak e e e e ek A b ik e

This message is intended for the sole use of the intended recipient. The
message and any files transmitted with it may contain material that is confidential
and/or legally privileged. Any review, reliance or distribution by others or
forwarding without express permission is strictly prohibited. If you are not the

intended recipient, please contact the sender and delete all copies and
attachments.
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PM WORK ASSIGNMENT SHEET ‘
- e
DECISION 4 Oﬁ A ,'J i PM é/”?i

DESCRIPTION OF ACTION:

SUBMISSION BAR CODE:s '/} . 750

PRODUCT REVIEWER: ,4 G
FILE SYMBOLUREG NO.. 7 7. &G 7/ /7

FQPA ACTION CODE: ; C 2 NON-FQPAACTION CODE: __

AMOUNT OF TIME TO COMPLETE TASK (ASRC only) HOURS
MONTH DAY YEAR
o o
APPLICATION DATE 5G 2| O 5
= —
EPA PIN DATE 577 (¥ OZ
- ~ 7 i =y
REVIEWER ASSIGNED DATE [/)7 25 /j P
v 5 ¥
TYPE OF DATA
Product Chemistry: U Product Toxicology: O Efficacy: O

RASSB: © HED TOX © ENVIRONMENTAL FATEO  FISH/WILDLIFE O

Other 0

COMMENTS:

PR Notice 2001-1: Review complete label within 30 days from Reviewer

Assignment Date:

Reviewed by:

\_/gr:/?/ 4/ Jggé{:/

JACKET(SYFILE SHOULD BE SUBMITTED WITH YOUR LETTERS FOR SIGNATURE

RESPONSE CODE /. 71 RESPONSE DATE: | F2 o
MO’ Day %
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WASHINGTON, DC 20460

Agentt

{““‘é’% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g

“+ S
AL ppot®

OFF.7T OF
PREVENTION, PESTICIDES
AND TOXTC SUBSTANCES

September 23, 2003

I. Adam Heyward, Reguiatory Management Branch II, Antimicrobials Division, Office of Pesticide Programs,
Office of Prevention, Pesticides and Toxic Substances, United States Environmental Protection Agency
("EPA"). certify that the pesticide product listed below is, as of the date of this letter. a registered product
under the Federal Insecticide. Fungicide, and Rodenticide Act (FIFRA}, as amended. and that as such, the
may be soid and marketed in the United States of America as authorized and limited by FIFRA. A true and
correct copy of the product label approved by EPA is attached to accompany this letter

Registration of this product with EPA also denotes that the registrant listed betow is responsible for ensuring
fult compliance with ali the laws of the United States of America, or governing junsdiction, regarding the sale,
storage and/or disposal of the product(s). Further, the recipient of this letter is on notice that the referenced

registration and/or the accompanying label may change subsequent to the date of this letter. EPA assumes

no responsitility to notify the recipient of this letter of any change in the status of the registration(s) and/or the
product label for the product(s) listed below.

EPA has issued a registration number for the product listed beiow to.

ETI H20

a division of innovative Medical Services
1725 Gillespie Way

Ei Cajon, CA 92020

EPA Reqistration Number.  72877-3
Name of Proguct: Axen 30

A;{ am _H eyward
groduci Manager (34)

egulatory Management Branch i
Antimicrobials Division {7510C)

/
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JUL @9 ’@3 @9:28AM INOVIATED MED SVCS .~ . . . -

- VIA FACSMILIE
(703) 308-6467

May 22,2003 .

Adam Heyward i
PrOdUGt ‘Manager.34 | . ‘
Refulatory Management anch i
Antimicrobials Dw;smn (751{3(:)
USEPA

, Washlngton, DC

) Dear M. Heywavd

ETf HZO i$ requestmg a cartlfied fetter in reference to oyr reglstered prbduct Axen
30 (72977-3). Please add{ess the letter to Innovative’ Medlcal Serwces, 1725
Glllesple Way, El Cajon, CA 92020. : ,

Should you have any questians ior reqmre additional mformatmn, please do gt
‘ hesitate to contatrt me directly

S DolanaB{ount : o S ' RS
. - Assistant to the Pres:&em -

O 1725 Giu'q;pig' Way- ‘B;iic'ajaf;_.‘_chﬂs §2020 + tgleﬁhons 619—_596:83&9 . Q@ﬁile 81 9r§9ﬂ7db

‘
f
EYR {
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FAX COVER

uarmnmnu CONFIDEN TIAL L ONFIDERTIM CONFIOE AL (1 ilTI!‘t 1!\! CONID R TTAL
" THIS MESSAGE IS | R NTITY TO WHOM 1T 15 <
ADDRESSED AND MAY C‘ONTAIN 1N¥GRM£T10N THAT 15 PRIVELEGED, CONFIDENTIAL OR REGULATED IN
DISCLOSURE UNDER STATE AND FEDERAL LAWS. IF YOU HAVE RECEIVED THIS COMMUNICATION IN: .

ERROR, PLEASE NOTIPY US IMMEDIATELY BY TELEFHONE {COLLECT, IF NECESSARY) AND RETURN THE

0. fda i Hey Ward

N DA )

" FROM: . . Ddlana Bjoeunt
' EMMH20 © | : o
PHONE: - (619) 596-8600 Ext, 105 ‘ ‘ i
FAX: . (619)536-8700, : :

M‘EssAcE-

QRIGINAL COMMUNICATION TO US AT THE ADDRESS BELOW VIA THE US POSTAL SERVICE, THANK YOU. .

Aﬂam

3 LW(*S *ZJM 'HM w-.mw..,« a.'m'/f ﬁﬂ J@W,rr.,_

| !r‘ %mn&a Cloc at “%L

,i%" gaw .‘/U«‘&"Jﬁ/‘f
b 4en

vg Ué‘;,{ﬁ ﬁ,l lgtt} ’FDY Pﬂ}maimj t"’hix,) . v
?Hz:%/ plm J.U’E(‘f' WJ) vg(?vw% o ov‘ |

I'; -  Thane e
' .

”Da! &.m@ m.wT-_"

JUL 83 ’@3  P9:BBAM INOVIATED MED SVCS o v . P.3

_ Page1of F‘"Z :

1725 Gilléspie Way - £ Cajon,-CA 92020 - voice (619) 596-8600 - fex (619) 596-8700
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. l DISCLOSURE UNDER STATE AND FERDERAL LAWS, IF YOU HAVE RECEIVED THIS, GCOMMUNICATION IN

JUL @3 ‘@3 @S:87AM INOVIATED MED SVCS _ o .. Pa

FAX COVER

CONTIDENTAL O lfill{ ul \ll I\IH WAL § EUDENTIAL COMpD frr AL CONEIDENTIAL
TH!SMESSACE IS INTENDED ONLY FOR REC FTION BY THE INDIVIDUAL OR ENTITY TO WHOM T IS
ACDRESSED AND MAY CONTAIN lNFOWTION THAT IS PRIVELEGED, CQN‘FIDENTL&L OR.RECULATEQIN

ERROR, PLEASE NOTIFY US IMMEDIATELY BY TELEPHONE (COLLECT, IF NECESSARY) AND RETUW THE ‘
DRlCINAL COMMUNEATIQN TC US AT THE ADDRESS BELOW VIA THE US POSTAL SERVICE. THANK YOU.

DA'TE':_ ¢ 7;' ;ﬂﬂ’ﬁ- 07 -'

(‘1,,“ Hewfbﬂf{
i»-'i.f. H P?r’“imﬁl"k/m{ m’iwm%\/‘:'

FAX: {,,: %) ‘79{' g i ]

FROM: Dolana Bfount

ETI H20 B
PHONE: {619) $96-8600 Ext. 105
FAX: - (619) 596-8700

MESSAGE: !

Piagg1 of 4’] .

1725 Glllespie Way - E] Cajon, CA 92020 - voice (619) 596-8600 - fox (619) 596:8700 -




g“"" "% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g & WASHINGTON, DC 20460
zﬁhz& Hxﬁéj

AgenGt

Gy

OFFICE OF
PREVENTION, PESTICIDES
ANTY TOXTC SUBSTANCES

July 1, 2003

Ms. Dolana Blount

Senior Mircrobiologist

ETI H20

A division of Innovative Medical Services
1725 Gillespie Way

El Cajon, CA 82020

Subject: Notification Application Per PR Notice 98-10
Axen 30
EPA Registration No.72977-3
Application Dated March 28, 2003

Dear Ms. Blount:

This acknowledges receipt of your notification, submitted under the provision of PR Notice
98-10, FIFRA section 3(c)9.

Proposed Notification:
. alternate brand names;
- Clean Kill 30

General Comment:
Basad on a review of the material submitted, the following comments apply:

The notification application is acceptable. A copy of the notification has been inserted in
your file for future reference.

Should you have any questions or comments concerning this letter, please contact me at
(703) 308-8422 or Lisa McKelvin at (703) 308-7496.

roduct Manager (34)
Regulatory Management Branch ||
Antimicrobials Division (7510C)
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TOS4816269 ool

JUN=-12—8F THU 12:3&

LRC., IHC.

* 601 SOUTH LINCOLN AVENUE
STERLING, VA 201684-2024
LAIRD'S

Phone. [703) 471-8560
REGULATORY

Fax: (703) 471-6299

CONSULTANTS, INC.

Cver 32 yoiws of poemtcdnd e sgporicnce

Fax

Toe Adam Heyward Frows Ofivia D. Laird
Froe (703) 3088468 Datwx June 12, 2003
Phonas  (703) 308-8422 Prges: 3

s Additional Brarnd Name Notification oCx

X Urgeavi L[] Fer Moview 3 Please Contvwwert [ Pleasns Roply 0O Pleaess Necycie

. s B mmrmyvaneten

Axtam:

Attached is the Application for amendment which was delivered In
March. Per our conversation you stated that you didn't receive It so
1 am herewith forwarding you a copy. The original delivery was just
submitted as an amendment we have checked off Notification on it
this time and the certification statement is included.

Thank you,

Oflvia D. Lalrdg

1. Contact Polnt {fComplote items directly befow far identification of individual te be conlacted, ¥ nacessory. fo process this applicalion.}

Nams Tita Talaphone No. linclude Aras Code)
Certification 6. Date Application
| cortily that the atstemsnte | have made on this form and afl aMachmants tThereto are trus, accurate snd complate. Raceived
| sgcknowledge that any knowlinglly laiss or misleading stotament may be puninhable by fins or imprisanment ar {Stampead|
both undsr .ppl‘lc}glo law.
P
2, Siqnay _ 3. Tive
AT b7 Name i 5. Dets
r Lykhara dﬁﬁcuf,ﬁl— 3/ 25 /o3 1
ol
EPA Form 8570-1 (Rav. 3-84) Provioiaa editions ara shaolate, TaaLt. e 18]




JUN=-12—-83 THU 12:44

i T

SEPA

LRC., INC.

Unitod States

Environmantal Protection Agency
Waehington, DC 20480

v | Other

TE3I4816269

Registration
Ameandment

OPP identifier Numbar

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Managsr

3. Propassd Classification

Hont D Restricted

72977-3 Adam Heyward
4. Company{Product (Nams} PME
Axen 30 34

5. Name and Address of Appllcant finc/ude ZIP Codel

6. Expedited Reveiw. in accordance with FIFRA Sectian 3{ci3)
{o)i}, my product is similar or identical in comgosition and labeling

ETi H20 %
a division of Innovative MedIcal Services !
1725 Gillespie Way. E1 Cajon CA 92020 ERA Bag.. o
Check i thiz /s @ new address Product Name
Ssaction - I

[] Amendment - Explain below,

Wcﬂlm - Explain baiow.

[] Resubmlesion {n rasponss to Agency lerter datsd

Fina! printsd lsbela in rapsonse to

Agancy letier dated
D “Ms Too™” Application.

Other - Explein belaw.

Addilional Brand Name registration !

Clean Kilf 30

Explanation: Use sdditions! page(s) il necessery. (For section | and Section Ii.)

Section - Il

1. Materisl This Product Wik Be Packaged In:

Child-Resistant Packaging

Yus
Na

Unit Packapging

- Yeos
No

Water Scluble Peckeging

Yc.
V| No

2. Type of Container

v

* Certification must

H"Yaa"
Unit Packaging wgt.

No. par
container

if *Yas”™
Package wgt

No. par
cantainar

Metal

Plastio

Glasy

Paper

Other (Specify)

be s‘.mod
3. Lot of Nat Contents Information

4, Sizels) Retsil Comtsiner

§. Lacation of Lahel Directions

V' Labal [ | conteinar 5, 16, 32 oz.; 1.5,55,250 galion
8. Manner in Which Label ls Atfixed to Product  [-%] Lithagraph (] owner
¥ | Papor rlu
Stancilad
Section - IV
1. Contact Point {Complate itarms directly balow for idsniification of individusi ta be contected, # necessery, (o process this application. |
Name Title Taleph No. (Include Area Code)
Certification 8. Dete Application

bath under opplic‘:glc laws.

] cenily that 1he statsrments | hava made on thia forrm and sl attechments therato ere trus, sccurats and complets.
| acknowledge thet any knowlinglly folss or mislseding statement may be pumishsble by fine or imprisenment or

Aeoceived
(Stamped]

2. Sighag?s

3. Tita

: ¥
o LDJ/QQ%

Dot

B. Dats

3/ 23 /o3

EPA Form B570-1 (Rev. 3-84) Previous editjons are obsolete.

White - EPA Fiie Cooy {oricinall

?*—.Sg—nm
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JUN—12-83 THUL 12337 LRC., INC. 7Tez4816

INNOVATIVE

MEDICA
S CE

tnq @

March 28, 2003 B s a

Re:  Axen 30™, EPA Reg. # 72977-3
Additional Brand Name: Clean KIl 30™

CERTIFICATION STATEMENT

Notification of Additional Brand Name per PR Notice 98-10.

This notification is consistent with the provisions of PR Notice 98-10 and EPA
regulations at 40 CFR 152.46, and no other changes have been made to the labeling

. or the confidential statement of formula of this product. | understand that it is a
violation of 18 U.5.C. Sec. 1001 to willfully make any false statement to EPA. |
further understand that if this notification is not consistent with the terms of PR
Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and
innovative Medical Services may be subject to enforcement action and penalties
under sections 12 and 14 of FIFRA.

Sincerely,
INNOVATIVE MEDICAL SERVICES

D

Dolana Blount
. Senior Microbiologist

1725 Gillesple Way * £\ Cajon, CA 92020 ¢ Volce {639) 596-8600 + Facsimile (619) 596-8700
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JUN-12-23 THU 12:43Z LRC., INC, 7234816269

INNOVATIVE

WV

MEDICA
SERVICE
& NASDAQ comgpary

L
S
March 28, 2003

Re:  Axen 30", EPA Reg. # 72977-3
Additional Brand Name: Clean Kiil 30™

CERTIFICATION STATEMENT
Notification of Additional Brand Name per PR Notice 98-10.

This notification is consistent with the provisions of PR Notice 98-10 and EPA
regulations at 40 CFR 152.46, and no other changes have been made to the labeling
or the confidential statement of formula of this product. | understand that It is a
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. |
further understand that if this notification is not consistent with the terms of PR
Notica 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and

Innovative Medical Services may be subject to enforcement action and penalties
under sections 12 and 14 of FIFRA.

Sincerely,
INNOVATIVE MEDICAL SERVICES

" DulnFhg—

Dolana Blount
Senior Microbiologist

1725 Gillesple Way * El Cajon, CA 92020 * Voice (619) 5968600 * Facsimile (619) 596-8700
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APR—-17-0F THU B89:17 LRC, [NC. TO34 116269

F.21
= R..ldMHnﬂrmﬁenlwcmw-mﬂlhﬂli-w::nuw Form Approved. DR Me. 0700044, - I
Yo Simeas - A 5y -
0 Envircnme r tal Protection Agency % 1 54
SEPA g P s

Waahington, DC 20480
Notice of Supplemanta: Distribution of a Ragistered Pe sticide Product

T instructions

After & registran' has obtained fine! registratior fer ho basic product, the registrant ma / than supplémentally
distribute hisfhes produst. One form must bo subm tted for each distributor product an { must be signed by the
distributor involved. The basic registration nimber and the distributor company numbe must ba shown.

If » registrant ha; a potential distributor who does ro. have a8 company numbaer aasigne 1, she/he should hava ths

distributor apply, on letterhead stationary, to th & Re jistration Division to have a numbe assigned prior to submitting
this form to the aigency.

This Notice of Suoplemental Distribution must s sub nitted by the basic registrart, Th: complsted form must have
the concurrence nd signature of both the re jistram 2nd the distributor.

EPA Rogistration Nunibor of Product Dietributor Coampany Numbot
72977-3 Li 69268 ]
MNote: € o not:udmit distributor product labels
Narme of Redisterod Froduct 1083k produst name 6c0ss /by £%] | Distibuter ot Neme
a0 Critical Care

Name and Addreso o Dietiduter (Type: Include 2P codh)
Envirgx

1836 E. Fairchi@ Stroet

Damde. It B1B32-2327

Read 4! (oro, 5ons Befors Signing

s w00
e ® @

. The distributo: proguct must have the ganie com i .gition a3 the basic product. =

. The distributo’ product must be manufact iid 3nd packaged by the same person wl > manufactures and packages
the registered dasic product.

.S -

& YR L
. 8
. The labeling fur the distributor product m st bear t1e same claims as the basic prod ct, provided, however, tha : *
specific claim: may be delated If by doing sc, 1o oher changes 10 the label ara nece :sary. -G i

. The product must rémain in the manufact: rar’s u thiroken container. .

LR -

. The lsbel mus: bear the EPA regiswration number i the basic product, followed by a yphan and the distibutess | *°2°°.

company rrumber, .

. Distributor product labels must bear the n: me 2« address of the distributor qualifiec by such terms as "paeRed .,
for..."."distrib sted by..."; or "sold by..." #) thow t1at the name is not that of the ms nufacturer. i

All conditions of tho basic reglstration apo v 6Qua &y to distributor products. It is the -esponsibility of the basic, 5

registrant to see that af) distributor tabeling s kept in compliance with requiremants p :ced on the basic proghfie.*”

esne®

;4 - ——

D siributor

v
We intend to maskpt © .7 product under whor Pre du :t Ma: w specified abavoe, subjoct to the conditions spocifiod on this Nolice.

e g TEF /: Date 4
== T i | 7

tiegistrant

1 sgeeo thet the diztrid stor namod sbove may disiibuls w o :elf th - i ¥otdutor Product specified edove, subjec 1o the conditions apecified on this
Notice.

Signa aml‘!‘-lloi‘lR Date
1@“__________ 04.15.03

EPA Porm BET0-B (Rev. 8-94) Previous editiens & oba o 's.

I White - EPA
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Axen® 30

Disinfectant, Fungicide & Virucide*

Disinfects and Deodorizes
Restaurants ® Hospitals ® Schools ® Homes ® Offices

Manufactured by ETI H2O

A Division of Innovative Medical Services
1725 Gillespie Way

El Cajon, CA 92020

EPA REC. No. 72977-3

EPA EST. No. 72977-CA-001

Net Vol. 32 oz,

y- SE R L Bt tin

Z
3////:’/// p,

Active Ingredient

Silver? 0.003%

Citric Acid 4.840%

Other Ingredients 95.157% ,
Total 100.000% *,,.*,?

* Electrolytically generated Silver ions
KEEP OUT OF REACH OF CHILDREN *

CAUTION '+
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DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial
disinfectant and deodorizer. Proven to kill bacteria, fungus and visuses®, AXEN® 30 Disinfectant, Fungicidal &
Virucidal Spray should be used on non-porous environmental hard surfaces in homes, hospitals, nursing homes,
medical and dental clinics, laboratories, ambulance and patient transfer vehicles, funeral homes, hotels,
restaurants, schools, day care facilities, offices, veterinary clinics, animal shelters, kennels, exercise facilities,
beauty and barber shops, subways, trains, airplanes, ships, busses and other public transportation vehicles,
locker rooms, kitchens and restrooms. ;

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous
environmental surfaces {painted, glazed tile, plastic, metal, glass, glazed porcelain} and objects such as walls,
floors, counters, sinks, toilets, cabinets, tubs, showers, doorknobs, lights switch covers, telephones, appliances,
stove tops, bed frames, wheelchairs, over-bed tables, examination tables and waste containers, tables, and
chairs.

FAST, EASY, EFFECTIVE
General Information

*AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray successfully killed the following
organisms under AOAC protocols (In order to ensure that ail organisms listed are kifled, you
must use the contact times as directed in the Application Instructions):

AR A e it s e kARl Time 2
Pseudomonas aemgmosa 30 seconds
Staphylococcus aureus ' . 30 seconds
Saimonella choleraesuis * 30 seconds
Listeria monocytogenes ' 30 seconds
Vancomycin resistant Enterococcus faecium ' 2 minutes
Methiciilin resistant Staphylococcus aureus ' 2 minutes
Escherichia coli 0157:H7 ' 2 minutes
Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes
HIV type 1- Strain HTLV {lIB ’ 30 seconds
Herpes Simplex Type 1 VR-733 F(1) Strain ° 1 minute
Influenza A VR-544, Hong Kong strain ? 10 minutes
Rhingvirus R37 VR-1147, Strain 151-12 10 minutes
Polio Type 2, VR-1002, Lansing Strain ? 10 minutes

1 Evaluated in the presence of 5% organic soil.
2 Evaluated in the presence of 1% organic soil

fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is effective against Trichophyton
mentagrophytes, the Athiete’s foot fungus, Use in locker rooms, dressing rooms, shower and bath areas; aptl_ =
exercise facifities.

Deodorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying cdors caused by .
bacteria. tse to control odors in hospitals, nursing homes, public restrooms, animal kennels and bam staJl; n, [
private homes, use in the kitchen, bathroom, sink rooms and basements. * ot e
°e o N
APPLICATION INSTRUCTIONS B et e
Syrfaces that are heavy soiled with organic matter must be pre-cleaned prior to using this product, * vesae’
Pase
General Disinfection: feses”
vfed

LK) ll44



For general dissnfection and control of bacleria such as Pseudomonas aeruginosa, Staphylococcus aureus,
Salmoneila choleraeswis, Listeria monocytogenes, Vancomycin Reustant Enterococcus faecium {VRE),
Methicilin Resistant Staphylococcus aureus (MRSA) and [scherichia coli 0157:H7 the surface must be
completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 2 minutes. The surface may
then be wiped dry with a clean towel. When used as dirrcted, AXEN® 30" Disinfectant, Fungicidal &
Virucidal Spray provides protection from Psecdomonas aerugmosa, Staphviocnccus aureus and Salmonella
choleraesuis up 10 24 hours after initial application.

H e

Fungus Control:

For effective cantral of fungus such as Trichophvton mentagrophyies, the surface must be completely wet with
AXEN"* 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wiped dry
with a clean towel. Re-apply when cleaning or when new growth appears.

Viral Control:
To kill Herpes Simplex Type 1 F{1} Stean Influenza A Virus, Hong Kong strain, Rhunovirus R37 Strain 15141,

folio Virus Type 2 Lansing Strain the surface must be completely wet with AXEN* 30 Disinfectant, Fungicidai
& Virucidal Spray tor 10 munutes. The surface may then be wiped dry with 2 clean towel

Kills HIV-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids in health
care settings (or other settings 1n which there 15 an expected likelihood of soiling of inanumate surfaces/objects
with blood or body fluids, aad in which the surfaces/objects likely to be soiled with blood or body fluids can
be associated with the potential for transmission of HIV):  lastructions for Cleaning and Decontamination
Against HIV on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids: Personal
Protection: When handhing tems soiled with blood or body fluids, use appropriate barrier protection such as
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Biood and other body fluids must be
thoroughly cleaned from sudaces and objects before application of this disinfectant. Contact Time: Apply
AXEN*? 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The susface rust be completely
wel with AXEN?® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then be
wiped dry with a clean towel. Disposal of Infectious Materials: Blood and aother body fluids should be
autoclaved and disposed of according to federal, state anr focal regulations for infectious waste disposal.

KEY: The followng language will be printed on the label of products intended to be sold 1o health facilthies:

This product is not to be used as a terminal stenlant/high level disinfectant on any surface or instrument that
(1) 15 introduced directly into the human body, either into or in contact with the human body, either into or in
contact with the bloodstream, or normally sterile areas of the body, or (2} contacts intact mucous membranes
but which does not normaily penetrate the blood barner or otherwise enter normaily stenle areas of the body.
This product may be used to pre-ciean or decontaminale cntical or semi-critical medical devices prior to
sterihization or high level disinfection.

STORAGE AND DISPOSAL

Storage: Do not contaminate water, food or feed by storage or disposal.
Disposal: Do not reuse container. Rinse thoroughly before discarding in trash or recycling. |

IN CASE OF EMERGENCY
Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact CHEMTREC 1-800-424-9300 for emergency medical |

treatment information. Santle
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Additional language for front panel

Kills Staphylococcus aureus in 30 seconds*

Kills Salmonella choleraesuis in 30 seconds*

Kills Listeria monocytogenes in 30 seconds*

Kills Pseudomonas aeruginosa in 30 seconds*

Kills germs in 30 seconds*

Kitls common household germs

Kills common household germs including Salmonella, Staphylococcus, Listeria, and
E. coli.

Kills Salmonella, Staphylococcus, Listeria, and E. coli.
Kills - Bacteria, Fungus and Virus*

No dulling residue

Disinfects without bleaching

No harsh chemical smell

Odorless

Disinfects household surfaces

No Mixing Required

KEY: *= Refer to table
Alternate language for the back panel

Kitls Staphylococcus aureus in 30 seconds*
Kills Salmonella choleraesuis in 30 seconds*
Kills Listeria monocytogenes in-30 seconds*
Kills Pseudomonas aeruginosa in 30 seconds*
Kills germs in 30 seconds*

KEY: *= Refer to table

Optional graphics for back of label (graphics are larger here than they will appear
on the label)

KITCHEN BATHROOM
. dsenaggy
s @ .:.
L]
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Laird's Regulatory Consultants, Inc

Over 28 years Experience and Expertise in The Regulation of Pesticide Products

March 26, 2003

Mr. Adam Hayward PM 34
Environmental Protection Agency
Regulatory Management 11
Antimicrobial Division (7510C)
Ariel Rios Building

1200 Pennsylvania Ave., NW
Washington, D.C. 20460

Subject: AXEN 30
EPA REG. NO. 72977-3
Final Printed Labels

DPear Mr. Hayward:

Please find attached hereto, two (2) copies of the final printed label in
response to you letter dated March 24, 2003. All specified changes have been
incorporated.

Thank you for all of your assistance during this process.

Sincerely, .
L1, o/
“Olivia D, Laied " °
President/Agent

*® sseves
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Qlivia D. Lolrd Preddent/Daner @ 501 South Lincoln Avenuve, Storting, YA 20164-2024% Phone T03AT1 6590 ~ Foz 703:’4171?269 o

'..'.&7



fomm Apgro No. 207 wARRIOYL XDirgs 2:28:95

Py United States Registration OPP Identifier Numbar
WEPA Environmental Protection Agency Amendment
Washington, DT 20480 v | Other
Application for Pesticide - Section |
1. Company/Product Numbar 2. EPA Product Manager 1. Propoasd Classification
72977~
2977-3 Adam Heyward Nom I:l Novulinid
4. Company/Product (Name) PM# .
Axen 30 34
S. Nsme and Address of Appliceant flciude ZIP Code) 6. Expedited Reveiw. !ﬁ accordance with FIFRA Section 3{c}(3)
ETi H20 {bilil, my product is similar ar identical in composition and labeling
a division of Innovative Medica! Services tE:PA Reg. No
1725 Gillespie Way, El Cajon CA 92020 ' T
Chack if this is @ new address Product Name .
Saction - Il
D Amendment - Explain balow. Final printed |abeis in repsonse to
Agancy letter dated
Resubmission in respanse 1o Agency letter dated D “Me Too™ Application.
Notification - Explain below. Other - Explain below.
Explanation: Use additional pagels) if necessary. {For section | and Section Il.)
Additicnal Brand Name registration :
Clean Kili 30
. Section - Il
1. Materis! This Product Will Be Packeged In:
Chiid-Resistant Packaging Unit Packeging Waeter Soluble Packeging 2. Typa of Conteiner
Yas Yes Yas Matal
B N N v | Plastic
9 - e No ] Glass
. i "Yes" No. per i "Yes" No, per Peper
’ *ﬁcﬁm must Unit Packaging wgt. container Package wgt container Othor {Specity)
|
3. Locsetion of Net Contenta Information 4. Size(s] Retail Container 5. Location of Labal Directions
|V Laber [ | Container 5, 16, 32 0z.; 1,5,55,260 gallon =
6. Manner in Which Label is Atfixed to Product ¥_|Lithograph [:l Other
. ¥ _|Paper glued
Stenciled
Section - IV =
1. Contact Point [Complete items directly below for identification of individusl to be contactad, /f necessary, to procass this applicetion.}
Narfe Title p Tslephone No.dlnckid} Ares Code}
& Ve P - W32 981 Ll L
{ : Certification 8. Date Apptication
fy that the stazements | have mada on this form and el attachments thereto ars true, sccurats and complate. Received Jeeces
- Ldoknowlsdgs that any knowlinglly false or misleading statement may be purishable by fine or imprisonment or :.ls‘l.aﬂ!ptdr .
both ynder spplicabls law. glis b .
T aee » -
2. Signature 3. Tite oute” u.:.
- v - ']
Do Dolawa ottt > Microb iplomgst-
Dc) cma o A cwioee VO tolo=ws
4. Typed Name 5. Date v LAl
L .
. 3 a . @
. g - -8
Dol amm (B(ou\.{ B, 95’/0 | 48

EPA Form 8570-1 {Rey. 3-94| Previous editions ara obsolste.

White - EPA Flls Copy [original) Yefiow - Applicamt Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

March 17, 2003

Mr. Michael L. Krall

Consultant Agent
. For

Innovative Medica! Services
1725 Gillespie Way
El Cajon, California 92020

Dear Nr. Krall:

Subject: Axen 30
EPA File Symbol Number 72977-3
Letter Dated March 10, 2003

The labeling referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable.

. A stamped copy of the accepted labeling is enclosed.

If you have any questions concerning this letter, please contact Adam Heyward
at (703) 308-6422 or Drusilla Copeland at (703) 308-6224.

Sincerely,

. - ﬁ ’b . i
1. ;&,"..t.u--h\;.\‘e- (,_,’-,\J-C-‘L(--mf

Adam Heyward

Product Manager (34)

Regulatory Management Branch ||
Antimicrobials Division (7510C)

enclosure:

CONCURREMNCES

SYMBOL

........................................................

SURNAME

......................................

R T Ll L Ll CEE L T L R T T R Pk L ETL LTS thksenanas
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= "iuan Read All Instructions Befora Complating this Form fform must be typed) Fotm Approved. OMB No. 2070-0044. Approval Explres 1-31-96
United States

Environmental Protection Agency

Otfice of Peslicide Programs {7505C}
v, Washington, DC 20480

Notice of Supplemental Distribution of a Registered Pesticide Product
Instructions

After a registrant hasg obtained final registration for the basic product, the registrant may then supplemeantally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involvad. The basic registration number and the distributor company number must be shown,

If a registrant has a potential distributor who does not have a company number assigned. shs/he should have the
distributor apply, on letterhead stationery, 10 the Registration Divisioa to have a number assigned prior to submitting
this farm to the agency.

This Notice of Supplementat Distribution must be submitted by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor.

Digtributor Campany Number

EPA Reogistration Number of Product
) 729773 o 69268 |

Mota: Do not submit distributor product labels

Nomae of Raqistolad- l;rodu::t_ (basic product name accepted by EPA) ‘ Oistributos P ok _c_l_N_arnu : P : ':
en 30 | Crilical Care o
‘m«m Radrees o Sisioior (e mciods 2 codel S
Enwirox Ty i [l
1938 € Fauwchig Street v .
Danville, IL G1832-2327 st ondess
L ]
. .. : .. il
L @ ssdag
° oo de o »
Read Alf Conditions Before Signing *eces’
. °
© o e
"o ae

1. The distributor product must have the same composition as the basic product.
2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.
. Tha labsling for the distributer product must bear the same claims as the basic product, provided, however, that
specific claims may be deleted if by deing so, no other changes to the label are necessary.
4. The product must remain in the manufacturer’'s unbroken container.
The label must bear the EPA registration number of the basic product, followed by a hyphen and the distributor's
company number.
. Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed
for...”,"distributed by..."; or "sold by...” to show that the name is not that of the manufacturer.
7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic
registrant to see that alt distributor labeling is kept in compliance with requirements placed on the basic product.

T

Distributor
We intand to market our product under the.Distributor Product Name specified above, subject lo the condinons specifiod an ihss Notico,
y .
ESigl‘llﬂurs and Tila ol Qisuibulor ) Data
vl e
i - 3 ) ¢ — J o “ i - J

T = A : E

Lo

Hegistrant
itied obove, subject to the ditions spocified on this

! agree that the distribuior named wbove may disiributa ond sell the Dislributor Product sp
Notice.
Date

EPA F‘;;m B8570-S (Rav. 8-94) Previous editions are cbsaleta. | : Whita - EPA
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Axen® 30

Disinfectant, Fungicide & Virucide*

Disinfects and Deodorizes
Restaurants ® Hospitals ® Schools ® Homes o Offices

Manufactured by ETI H20

A Division of Innovative Medical Services
1725 Gillespie Way

El Cajon, CA 92020

EPA REG. No. 72977-3

EPA EST. No. 72977-CA-001

Net Vol, 32 oz,

Active Ingredient
Silver' 0.003%

Citric Acid 4.840%
Other Ingredients 95.157%
Total 100.000%

' Flecirolytically generated Silver ions

KEEP OUT OF REACH OF CHILDREN

CAUTIOI




DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

AXEN?® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, ododess broad spectrum antimicrobial
disinfectant and deodorizer. Proven 1o kill bactenia, fungus and viruses®, AXEN™ 30 Disinfectant, Fungicidal &
Virucidal Spray should be used on non-porous environmental hard surfaces in homes, hospitals, nursing homes
medical and dental clinics, laboratones, ambulance and patient transfer vehicles, funeral homes, hotels,
restaurants, schools, day care facilities, offices, veterinary clinics, ammal shelters, kennels, excrcise facilines,
beauly and barber shops, subways, trains, airplanes, ships, busses and other poblic transportation vehicles,
iocker rooms, kitchens and restrooms.

'3

AXEN® 30 Disinfectant, Fuagicidal & Virucidal Spray has been formulated to disinfect hard, non-porous
environmental surfaces (panted, glazed tile, plashic, metal, plass, glazed porcelain) and objects such as watls,
floors, counters, sinks, toilels, cabinets, tubs, showers, doorknnbs, hghts switch covers, lelephones, apphances,
stove lops, bed frames, wheelchairs, over-bed 1ables, examination tables and waste contaners, tables, and
charrs.

FAST, EASY, EFFECTIVE
General Information

*AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray successlvily killed the following
organisms under AOAC protocols {In order to ensure that ail organisms listed are killed, you
musl use the contact imes as cirected in the Application Insteuctions):

Organisin - Kill Time
Pseudomonas aeruginosa ' 30 seconds
Staphylocaccus avreus | 30 seconds
Salmonella choleraesuis ' B 30 seconds
Listeria monocylogenes ' 30 seconds
Vancomycin resistant Enterococcus faeciom ' 2 minutes |
Methicillin resistant Staphylococcus aureus ' 2 minutes
Escherichia coli 0157:H7" 2 minultes
Trichophyton mentagrophytes (Athlete’s foot Fungus) 10 minutes
HIV type 1- Strain HYLV 118 o 30 seconds
| Herpes Simplex Type t VR-733 F(1) Strain * 1_minute
Influenza A VR-544, Hong Kong strain * S 10 minutes
Rhinavirus R37 VR-1147, Strain 151-1 ¢ 10 minutes
| Polio Type 2, VR-1002, Lansing Strain ] 10 minutes

1 Evaluated in the presence of 5% organic soil.
2 Evaluated in the presence of 1% organic sotl

Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is offective against Trichophyton
mentagrophytes, the Athlete’s fool fungus, Use in locker raoms, dressing rooms, shower and bath areas, and
exercise [acilities.

Deadorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused by
bacteniz. Use to control odors in hospitals, nursing homes, public restrooms, antmal keanels and barn stalls, tn
pevate homes, use in the kilchen, bathroom, sink rocms and basements, ’

APPLICATION INSTRUCTIONS

Surfaces that are heavy soiled with organic matter must be pre-cleaned prior to using this product. annt

General Disinfection:

7567 13




For general dheinfection and controt of bacteria such as Psevdomonas acrugmosa, Staphylococcus aureus,
Salmonefla cholerasuis, Listeria  monocytagenes, Vancomycin Resistant  Enterococcus  faecium  (VRE),
Methicdiin Resistanl Staphylocarcys auvreus (MRSA) and Eschenchia cofr 0157:H7 the suface must be
completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 2 minutes, The surface may
then he wiped dry with a clean towel. When used as directed, AXEN® 30™ Disinfectant, Fungicidal &
Virucidal Spray provides protection fram Pseudomonas acruginosa, Staphylococcus aureus and Salmonelia
choferasus up to 24 hours after intial apphcation.

Fungus Conirol:

For effective control of fungus such as Irichophyton mentagrophytes, the surface must be completely wet with
AXEN™ 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minules. The suace may then be wiped dry
with a clean towel. Re-apply when cleaning or when new growth appears

Viral Control:

To kill Herpes Simplex Type 1 F(1) Stramn influenza A Virus, Hong Kong stetn, Rhinovirus R37 Strain 151-1,
Polio Virus Type 2 Lansing Strain the surface must be completely wet with AXEN™ 30 Disinfectant, Fungicidal
& Virucidat Spray for 10 anoutes. The surface may then be wiped dry with a cican rowel

Kills HIV-1 on pre-cleaned environmental surfacesfobjects previausly soiled with blood/body fluids in health
care seitings {or other settings 1in which there is an expected likehhood of soiling of inanimate surfaces/objects
with blood or body fluids, and in which the surfaces/objects likely to be sorled with blood or bedy fluids can
be asseciated with the potential for transmission of HiV):  Instructions for Cleaning and Decontamination
Against HIV on pre-cleaned envirenmental surfacesfobjects creviously soiled with biood/bady fluids: Personal
Protection: When handling ilems soiled with blood ar hody fluids, use appropriate barries protection such as
latex gloves, gowns, masks or eye covenngs. Cleaning Procedure: Blood and other body fluids must be
thoroughly cleaned from surfaces and objects before application of this disinfeciant.  Contact Time: Apply
AXEN' 30 Disinfectant, Fungicidal & Virucidal Spray 10 area 1o be treated. The surface must be completely
wel wilh AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 scconds. The sudface may then be
wiprd dry with a clean towel, Disposal of infectious Materials: Blood and other body fluids should be
avioclaved and disposed of according to federal, state and local regulations for infectious waste disposal.

KEY: The following language will be printed on the labe! of products intended to be sold to health facihities:

This product 1s nat to be used as a terminal stertlanyhagh level disinfectant on any surface or instrument that
(1) is imenduced drectly into the human body, either into ocin contacl with the human body, either into or in
contact with the bloodstream, or normally stenie areas of the borly, or (2) contac!s intact mucous membranes
but winch does not nermally penetrate the blocd barrier or othenwise enter normally sterite areas of the body.
This product may be used to pre-clean or decontaminate cnitical or semi-cntical medical devices prior to
sterihzation or high level disinfection.

STORAGE AND DHSPOSAL

Storage: | Do not contaminate water, food or feed by storage or disposal.

Disposal: Do not reuse container. Rinse thoroughly before discarding in trash or recycling.

IN CASE OF FMERGENCY

Have the product container or fabel with you when calling a poison control center or (lo;:tor, or
going for treatment. You may also contact CHEAMTREC 1-800-424.9300 for emergency medical
treatment inforrmation.




Additional language for front panel

Kills Staphylococcus aureus in 30 seconds*

Kills Salmonella choleraesuis in 30 seconds*

Kills Listeria monocytogenes in 30 seconds*

Kills Pseudomonas aeruginosa in 30 seconds®

Kills germs in 30 seconds*

Kills common household germs

Kills common household germs including Salmonelfa, Staphylococcus, Listeria, and
E. coli.

Kills Salmonella, Staphylococcus, Listeria, and E. coli.
Kilis - Bacteria, Fungus and Virus*

No dulling residue

Disinfects without bleaching

No harsh chemical smell

Odorless

Disinfects household surfaces

No Mixing Required

KEY: * = Refer to table
Alternate language for the back panel

Kitls Staphylococcus aureus in 30 seconds*
Kills Salmonella choleraesuis in 30 seconds*
Kills Listeria monocytogenes in 30 seconds?
Kills Pseudomonas aeruginosa in 30 seconds*
Kiils germs in 30 seconds*

KEY: *= Refer to table

Optional graphics for back of label (graphics are larger here than they will appear
on the label)

KITCHEN BATHROOM




March 10, 2003

SRR
I.I ‘: 'I”f‘
Adam Heyward, PM 34 , l‘l [

US Environmental Protection Agency
Office of Pesticide Programs
Regulatory Management Branch I
Antimicrobials Division (7510C)
1200 Pennsylvania Avenue, NW
Washington, DC 20460-0001

SUBJECT Axen30
EPA product Reg. Number 72977-3
Telecom of March 6, and 10, 2003

Dear Mr. Heyward:

Attached are three (3) copies of the revised final printed label bearing the revisions
outlined in the March 3, 2003 Registration Notice with the exception of the
following modifications as verbally approved by you in our telephone conferences
referenced above:

1. The chart will remain as originally submitted and the statement below will
be added directly above the chart:
“In order to ensure that all organisms listed are killed, you must
use the contact times as directed in the Application Instructions”

2. The following phrases from the ‘Additional Language for Front
Panel” have not been removed but have been revised as requested
to remove the reference to 99.9999% where applicable:

*  No dulling residue

*  Disinfects without bleaching

*  No harsh chemical smelt

»  QOdorless

= Disinfects household surfaces

*  No Mixing Required

* Kilis Staphylococcus aureus in 30 seconds*
s Kills Salmonella choleraesuis in 30 seconds”
» Kills Listeria monocytogenes in 30 seconds?®
«  Kills Pseudomonas aeruginosa in 30 seconds*
«  Kills germs in 30 seconds*

3. The following phrases from the ‘Additional Language for Back
Panel” have not heen removed but have been revised as requested
to remove the reference t0 99.9999% where applicable:
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v Kills Staphylococcus aureus in 30 seconds*

» Kills Safmonella choleraesuis in 30 seconds*
= Kills Listeria monocytogenes in 30 seconds*

= Kills Pseudomonas aeruginosa in 30 seconds*
= Kills germs in 30 seconds*

Thank you,
INNOVATIVE MEDICAL SERVICES

Michael L. Krai‘l\
President/CEQ
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N g
g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%) 5 Washington, D.C. 20460

3
*(HKﬁéJ

OFFICE OF
PREVENTION, PESTICIDES
BND TOXIC SUBSTANCES

Certified Mail

December 17, 2003

Michael L. Krall

The consultant for

INNOVATIVE MEDICAL SERVICES
1725 Gillespie Way

El Cajon, California 92020

Subject: AXEN® 30
EPA Registration No. 72977-3

Dear Mr. Krall:

It was brought to my attention that the label stamped March 17, 2003 did not include the
revisions as stated in the Registration Notice dated March 3, 2003 (copy enclosed). Therefore. the
label is not acceptable.

Within 30-days from the date of receipt of this certified letter, you must submit three (3)
copies of the labeling bearing the revisions as stated in the Notice of Registration. Failure to comply
with the conditions of the registration will result in cancellation of the subject product in accordance
with FIFRA section 6(e).

Should you have any questions or comments concerning this letter, you may contact me at
(703) 308-6422.

Sincerely,

Adam Heyward

Product Manager 34

Regulatory Management Branch 1i

Antimicrobials Division (7510C)
cc: l.aird Regulatory Consultants, Inc.

enclosure:
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@l«aﬂ Read All Instructions Before Completing this Form fForm must be typodi Form Approved. OME No. 2070-0044. Approval Explres 7-31-95
Urated States
Environmental Protection Agency

0 EPA '. Qffice of Pesticide Programo (7505C)
v’ Washington, DC 20480
Notice of Supplemental Distribution of a Registered Pesticide Product
Instructions

Afte; a registrant has obtained final registration for the basic product, the registrant may then supplementally
distribute his/her product. One form must be submitted for each distributor product and must be signed by the
distributor involved. The basic registration number and the distributor company number must be shown.

If a registrant has a potential distributor who does not have a company number assignad, she/he should have the
distributor apply, on latterhead stationery, to the Registration Division to have a number assigned prior to submitting

this form to the agency.
This Notice of Supplemental Distribution must be submitied by the basic registrant. The completed form must have
the concurrence and signature of both the registrant and the distributor,
EPA Registration Number of Praduct Distnbutor Company Numbar
72977-3 81056

Note: Do not submit distributor product labels

ome ol Registered Produclt :;‘;wfc proa;écr namae accepted by ERPA] Ointributor Product Nome ’
\xen 30 Cleor Solulions
2 [ e .
ame and Address of Distributor {Type, include ZIP code) . e o. :
Eanh Vitality Scents °
219'W Cedar Ave. 57 . :Il:
Flagstaff, AZ 86001 e % .
. oe voel
-
: ° > » o
LER Y] LA R ] K]
2 -
Read All Conditions Before Sigming vteos
°
ceas .
(XXX
-

1. The distributor product must have the sams compogition as the basic product. .el

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages
the registered basic product.

3. The labeling for the distributor product must bear the same claims as the basic product, provided, however, that
specific claims may be deletad if by doing so, no other changes to the label are nacessary.

5 4. The product must remain in the manufacturer’s unbroken container.
The label must bear the EPA registration number of the basic product, followed by a hyphan and the distributor’s
company number,

6. Distributor product labels must bear the name and address ot the distributor quaiifiad by such terms as "packed

for...”,"distributed by..."; or "sold by..." 10 show that the name is not that of the manufacturer

7. Al conditions of the basic registration apply equally 1o distributor products. It is the responsibility of the basic

registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product.

Distributor
We intend to -marke! our product undar the Distributer Product Name specifisd ebovs, subjoct o the conditions specified on this Notica,

Dote

Sigpoture and Title of Distributor
; i .
M&Q&m S 19- 04

Reglstrant

1 agree that the distributar named abave may distribula end sell the Distributar Product spocilisd sbove, subject to the conditions specified on this

Natice,
Dote

Slgnak% an? Title of\Rag tgﬂt B : .
e ., PREAD@T ! (D i T

EPA Form 8570-5 {Rev. 8-94) Prewvious sdilions are cbsolele. | White - EPA

— o8




TASK ASSIGNMENT FORM
Antimicrobial Division/Regulatory Management Branch I1
A || Completed by Product Manager
. S .
PRODUCT REVIEWER: %@ . o o 0 TWAll b ¥ om RMB_1I TEAM_34
Description of Action; EPA File Symhol/Reg No.:
+ 23 —F .
= i fee 7 i _.5
'z'i £ E T T!I 7 /—}7 P ..— '7_ L1
Decision No, _ - Y7L 737 | Submission No. ¢ poet YO A G S Fee for Service Action Code:
- ":7 7y
FQPA Action Code: ~ > 7 Non-FQPA Action Code: Fee for Service Fee: §
MONTH DAY YEAR
”“..? ds“: . 4 ."1 e -_,- - ‘A‘;'-",:-J
APPLICATION DATE M, Wi OO 5
2 £ 2y A L
EPA PIN DATE 7, AR =
REVIEWER ASSIGNED DATE 2 S = L ) L0 S
., B > o ~~ . r -
DATE DUE TO PM 2 4 RS
DATE DUE OUT OF AGENCY 5 . A DU ef
Type of Data: | Product Acute Efficacy Environmental Ecelogical Chronic Exposure
Chemistry O [ Toxicology O a Fate o Effects [ Toxicology O o
COMMENTS:
;- 7 ) . £ " 5 ”‘" o / A

DP Barcode No(s):

B I | For Arctic Sioée Contract Only .

Contractor: Arctic Slope

| Contract No.:

(Est. hrs)

Draft Task: Signature

Final Task: Signature
{Total hrs)

C || Reviewer's Comments:

Response Code:

Response Date:

M

G-17)- 0H
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S T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

$ @ WASHINGTON, DC 20460
[ONT72%

2 <
%2 <

Agenct

OFFICE OF
PREVENTION, PESTICIDES
AND TNX1C SUBSTANCES

March 17, 2004

Elizabeth A. Brown, Ph.D.
Consultant

ChemReg Internationai, LLC
Agent for ETI H20

1990 Old Bridge Road, Suite 201
Lake Ridge, VA 22192

Subject: Axen® 30
EPA Registration Number 72977-3
Application dated March 10, 2004

Dear Dr. Brown:

This will acknowledge receipt of your notification, submitted under the provisions of
PR Notice 98-10, FIFRA section 3 (c) S.

Proposed Notification:
- add optional marketing statements

General Comment:
Based on a review of the material submitted, the following comment apply.
A copy of the natification has been inserted in your file for future reference.

Should you have any questions concerning this letter, please contact me at
(703) 308-6422 or Renae Whitaker at (703) 308-7003.

Sincerely,

EM bt T A fndafee -
Adam Heyward

A Product Manager 34

\J Regulatory Management Branch
Antimicrobials Division (7510C)
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Plaase read instructions on reverse bafore complating form B Form Approved, OMB No. 2070-0080, Approvel expires 5-31-96

P Identfier N
- United Ststes Registration QPP Identifier Number
) Amendment
WEI h Environmental Protection Agency o5
X her
Washington. DC 20460 u
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager ! 3 Proposea Classitication
728773 __ | Adam Heyward '
4 Company/Product (Name) PM & None D Restricted
Axen 30 33
5. MName and Address of Appliicant tinciude ZiP Code) 6. Expediled Review. In accordance with FIFRA Sechon 3(c){3)
ETIH20 {b)(i). my product is similar or identical in composition and labeling
1725 Gillespie Way fo:
€t Cajon CA 92020 EPA Reg No. .
m Check if this is a new address Product Name _
Section - 1]
‘ l Amendment - Explain below | [ Final printed {abels in response to
Aaency letter dated

D Resubmission in response 1o Agency letterdated D “Me Too™ Application NOT?FICA?E)N

Dste Reviewed. 3~ 2 4

Reviewsd 3y W‘ .
Notitication — Explain below i | Other — Explain: below Ul s

Fxplanation. Use additional paga(s) f necessary  (For Section | and Section 1)
Notification of Other Labeling Revisions per PR Notice 98-10.

This notificahon i1s consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and ne other changes have been made
1o the labeling or the confidential statement of formula of this oroduct | understand thet it is a violation of 18 U.S.C. Sec. 1001 to wiltfully make any
false statement to EPA. | further understand that if this nolification is not consistent with the fenns of PR Notice 98-10 and 40 CFR 152 46, this
product may be in violation of FIFRA and | may be subject to enforcement action and penaities under sections 12 and 14 of FIFRA,

Section I
1. Matenal This Product Will be Packaged in:
Chilg-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes ¥es Yes ' Meta!
X | Plaslic
X No X | No X | No Glass
‘Certification must it "Yes” No. per It “Yes® No. per B Paper
be submitted Unit Packaging wgt container | Package wgt container Other (Specity) L
—_— e
Location of Net Contants Informalion 4. Size(s) Retail Container 5. Location of iabel drectons
. Label D Container 4-32 0z2; 1-220 gallon On Label
On Labe! accompanying product
. Manrier in Which Label is Affixed o Product | X Lithograph {1 Other o
| X | Paper glued
Stenciled
Section IV
1. Contact Person (Compiete stems directiy below for identification of individual to be contacted, if necessary. 0 process this application.)
Name Title Telephone No. (taclude Area Code)
Ehzabeth Apne Brown Authonzed Agent 703-492-7905
Certification 6. Date Application
) certify that the statements I have made on this form and atl attschments therete are true, accurate and complete. Received

1 acknowledge that any knowingly flse or mbsleading statement may be punishable hy fine or imprisonment or
hoth under applicable luw -
2. Signature 3, Tille ! (Stamped)

o, P - Authorized Agent
i .&7M/ omns sBocir

4 Typed Name 5. Date NS T AUl
Eluzahe\‘h Anne Brown March 10, 2004 ﬁk:/

] \
EPA Form B570-1 (Kev, K% Previoos edilions are ohsolete. White - EPA File Cop 1Onginal) atlow - Anpleam Copy
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Chenellen

INTERNATIONAL, LLC

1990 OLD BRIDGE ROAD, SUITE 201
LAKE RIDGE, VIRGINTIA 22192-2383

DIRECT: 703-492-7905 E-MaIi.: brown@chemreg.com
MAIN:  703-492-0445 WEB SITES: www.chemreg.com
Fax: 703-492-0668 www . pesticide.net

ELIZABETH A. BROWN, PH.D.

Hand Delivery
March 10. 2004
Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A. Crystl Mall 2
1921 Jefferson Davis Highway
Arlington. VA 222(02-4501 )

o NOTIFICATION,

Atention: Adam Heyward (PM 34) gg\TMﬁ?ﬁ;“”

Re: Axen 30, EPA Reg. No. 72977-3
Notification of other labeling revisions per PR Notice 98-10

Dear Adam:

On behadf of our chem. ET1 H20. we are noufving for optional marketing statements for “Axen
30." This submission is in full compliance with the notification procedure as identified in PR Notice 98-
10. This is a resubmission of the notification originally submitted on Decembey 3. 2003. in accordance
with our phone call of March 9. 2004. During that phone call. vou requested that this notification be
resubmitted and identified thai vou would expedite acceptance based on your further consideration.

As required by PR Notice 98-10 for notifications for other labeling revisions, enclosed piease find
the following:

1. Application Form (8570-1), includinz the PR Notice 98-10 Centification Siatesment
2. One copy of the product Jabeling with each of the changes highlighted.

Please let me know if you have any questions about the enclosed items. Please either fax me a
copy of the Agency’s acceptance of this notification or contact me to pick up a stamped, accepted copy.

Regards.
4
A AL ] .1,‘_-'_|

Elizabeth Anne Brown

ce: ETEH20

CONSULTANTS TO SUCCESS™

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide,

Bio-Chemical and Life Science Companies on a Wide Range of 1ssues, Including Regulatory

Strategics, Registration, Data Suppert and Compensation, Quality Assurance, Study Design
and Scientific Matters.




Axen® 30

:\i(,,_,\“f

Date Do IFICA] On

Disinfectant, Fungicide & Virucide®  Rewein

r\‘! Y
&l p;,?:iﬁfq?:{q‘f

" ﬁ“""?-‘—‘i{;- -

(Disinfects and Deodorizes)
(Restaurants) e (Hospitals) ¢ (Schools) e (Homes) e

(Offices)
Manufoctured by ETI H20 Active Ingredient
A Division of Innovative Medical S!I\{er’f 0.003%
Services Citric Acid 4.840%
1725 Giltespie Way Other ingredients 95.157%
El Cajon, CA 92020 Total 100.000%
Egi E;G f\jﬁ%éé???&i\.g{)] ! Electrolytically generated Silver ions
Net Vol 32 oz KEEP OUT OF REACH OF CHILDREN

CAUTION

°d FY20

S o




DIRECTIONS FOR USE

it is a violation of Federal Law to use this product in a mgn'ner inconsistent with its

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odoriess broad spectrum
antimicrobial disinfectant and deodorizer: Proven to kil bacteria, fungus and viruses*, AXEN® 30
Disintectant, Fungicidal & Virucidal Spray should be used on non-porous environmental harg
surfaces in (homes), (hospitols), (nursing) thomes), {(medical and dental clinics), (kaboratorfies),
(ombulance and patient hansfer vehictes), (funeral homes), (hotels), {restourants), (schools), (day
core facilities), (offices). (veterinary clinics), (animal shetters). (kennels}, (exercise facilities). (beauty

* and barber shops). (subways), (frains), (oirplanes). (ships), (busses) and (other pubhc hansportohon
vehicles), (locker rooms), (kitchens) and restrooms).

AXEN® 30 Disinfectant, Funglcldal & Virucidal Spray has been formulated fo disinfect hard, non-
‘porous environmental surfaces (painted, glazed tile, plastic, metol. glass, giozed porcelgin) and
objects Including f{walis), (floors), {counters), (sinks), (foilets), (cabinefs), (tubs), {(showers).
(doorknobs), (ights switch covers), (felephones), (applionces), (stove fops). {bed frames),
(wheelchairs), (over-bed tables), (examination tables) and (waste containers), (tables). ond
(chairs). ' : - -

nis produc:t‘ con be used in con bé used in (homes) {schoots] {nursenes) Edoycare centers]‘

bcn‘hrooms} (schoor busas]

Use fo disfnfec‘r 1he tollowlng hord, non-porous surfcces [children s foys), {foys) {toy box(s)), [dfaper
pail(s)). ‘(diaper changing tuble(s)},.(bcﬂvoom ahd/or kitchen counter(s)). “{desk(s)] {play’ tubie(s)}'
[compufe: keyboard). (miephone) {doorknob(s)). fungle, gyrn(s)) tm!cyhouse{s)} , [child car seati
(stroller(s)).(crib(s)), {pioypen(s))b[c:qﬂvljy_,c_:_enter(ﬁ)) [’fonmng beds);

FAST, EASY, EFFECTIVE
Generdl Information

*AXEN®@ 30 Disinfectant, Fungicidal & Virucidal Spray successfully killed the

. following crganisms under AOAC protocols (In order to ensure that all organisms
listed are kiled, you must use the contoct times os directed in the Application
Instructions): :

Organism . . . e S Kill ime .~
Pseudomonas geruginosa) 30 seconds
Staphylococcus qureus ! 30 seconds
Saimoneiia choleraesuis 30 seconds
Listeriac monocytogenes! 30 seconds
Vancomycin resistant Enterococcus faecium ! 2 minutes
Methicillin resistant Sfaphylococcus aureus! 2 minutes
Escherichia coii 3157:H7" 2 minutes
Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes
HIV type 1- Strain HILVY KB ! 30 seconds
Herpes Sknplex Type 1 VR~733 F(1) Strain 2 1 minute
Influenza A VR-544, Hong Kong strain 2 10 minutes
Rhinovirus R37 VR-1147, Strain 151-1 2 10 minutes
Polio Type 2, VR-1002, Lansing Strain 2 10 minutes

1 Evalucted in the presence of 5% crganic soll.
2 Evaluated in the presence of 1% organic soil

NOTE: Rrackefed information i< antinnal wording for. nradnet enenific inhols




Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is effective agoinst
Trichophyton mentogrophytes, the Athlete’s foot fungus, Use in locker rocoms, dressing rooms,
shower and bcrfh areqs, and exercise facilifies.

Deoderizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused
by bacteria. Use to confrol oders in hospitals, nursing homes, public restrooms, animal kennels and
bam stalls. In private homes, use in the kitchen, bathroom, sink rooms and basements.

APPLICATION INSTRUCTIONS

Surfaces thot are heavy soiled with organic matter must be pre-cleaned prior fo using this
product.

General Disinfection: .

For general disinfection and conirol of the bacterio Pseudomonos aeruginosa, Staphylococcus
aureus, Salmonella choleraesuis, Listeria monocyfogenas, Vancomycin Resistant Enterococcus
faecium (VRE), Methiclliin Resistant Staphyiococcus auraus (MRSA) and Escharichia coli 0157:H7
the surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal & Viruckdal Spray for-2
minutes. The surface may then be wiped dry with ¢ cleon towel. When used as directed, AXEN®
30™ Disinfectant, Fungicidal & Viucidal Spray provides protection from Pseudomonaos
ceruginosa, Staphylococcus aureus and Salmonella choleraesuis up fo 24 hours after Initicl
cpplcation.

Fungus Control:

For eftective contral of the fungus Trichophyton menrcgrcphyfes the surface must be complerety
wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then
be wiped dry with a clean towel. Re-apply when cleaning or when new growth appears.

Viral Confrol:

To kill Herpes Simplex Type 1 F(1) Shain Influenza A Virus, Hong Kong strain, Rhmowus R37 Steain
151-1, Polio Virus Type 2 Lonsing Strain the surface must be completely wet with AXEN® 30
Disinfectanl, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wlped dry with
a clean towel :

Kills HIV-T on pre-cleaned environmental surfaces/objects previously .soiled with blood/body
fluids In health core settings (or other settings in which there Is on expected likelihcod of soiling of
inanimate surfaces/objects with biood or body fluids. and in which the surfoces/objects iikely to
be soiled with bloed or body fluids con be associated with the potential for fransmission of HIV):
Instructions for Cleaning and Decontamination Against HIV on pre-cleaned environmentol
surfaces/objects previously soiled with blood/body fiuids: Personal Protection: When handling
iterns solled wiib blood or body fiuids, use appropriate barrier protection such as latex gloves,
gowns, masks or eye coverings. Cleaning Procedure: Blood and other body fluids must be
thoroughly cleaned from surfaces and objects before applicalion of this disinfectant. Contoct
Time: Apply AXEN® 30 Disinfectant, Funglcidal & Virucidal Spray to area to be freated. The
surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30
seconds, The surface may then be wiped dry with a clean towel. Dispasal of Intectious Materials:
8lood and ofher body fluids should be autocloved and disposed of according to federal. state
and local regulations for infectious waste disposcL

KEY: The following !ongucge will be printed on the label of producis intendec to be sold to
* heatth fociliies:

This product is not to be used as a terminal steritani/high level disinfectant on any surface or
instrument that (1) is introduced disectly into the human body. either into or in contact with the
human body, either into of In contact with the bloodstream, or normally sterile areas of the body,
or (2) contacts intact mucous membranes but which does not normally penetriate the blood
barrier or otherwise enter normally sterile areas of the body. This product may be used 10 pre-
clean or decontaminate critical or semi-critical medical devices prior 1o sterilization or high level
disinfection.



STORAGE AND DISPOSAL

Storage: De not contaminate waier, food or feed by storoge or disposal.

Disposal: | Do not reuse container. Rinse .thoroughly before discarding in frash or
recyciing.

IN CASE OF EMERGENCY

Have the product container or label with you when calling a poison control center or
doctor, or going for treatment. You may also contoct CHEMTREC 1-800-424-9300 for
- emergency medical treatment information.
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Additional language for front panel

Kills Staphylococcus aureus in 30 seconds®

Kills Saimoneiia choleraesuis in 30 seconds®

Kills Listeria monocytogenes in 30 seconds®

Kills Pseudomonas aeruginosa in 30 seconds®

Kills germs in 30 seconds®

Kills commmon household germs

Kills common household gems including Safmoneﬂc Staphylococcus,
Listeria, and E. coli.

Kills Saimoneila, Staphylococcus, Listeria, and E. coli.
Kills - Bacteria, Fungus ond Virus*

No dulling residue

Disinfects without bleaching

No harsh chemical smell

Odorless

Disinfects household surfaces

No Mixing Regquired

KEY: *= Refer fo table
Alternate language for the back panel

Kills Staphylococcus aureus in 30 seconds” .
Kills Salmonella choleraesuis in 30 seconds*
Kills Listeria monocytogenes in 30 seconds”
Kills Pseudomonas aeruginosa in 30 seconds®
Kills germs in 30 seconds®

KEY: "= Refer to table

Alternc‘re Icngucge for the front of. bcck panel
Hospifoh‘ry Enwronment
institutionat e

Childcare Environments o
Medical & Nursing Environmhent
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- Optional graphics for back of label (grcphlcs are larger here than ?hey will
appear on the iabel)
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Adam:

Elizabeth Brown To: Adam Heyward/DC/USEPA/US@EPA
<brown@chemreg.com cc: "Blount Dolana (E-maify" <dblount@imspure.com>

Subject: discussions on 72977-3

03/02/2004 09:22 AM

As requested during our phone call this morning, the following are the background items and
issues on this registrations that we will discuss on Thursday, March 4 (1 will call you about 7:15
am). I hope we will be able to clarify any outstanding concerns at that time. This is a bit long,
but 1 wanted to be sure we have all the same pieces and are talking about the same things.

Background:

On March 3, 2003, the Agency issued the initial registration for this product, with
a requirement for multiple label revisions.

On March 10, 2003, the registrant submitted the required revised printed labels,
based on the Agency's March 3 notice of registration and telephone conversations
with you on March 6 and March 10. The agreements reached during the
telephone conversations were outlined in the registrants letter with that
resubmission.

On March 17, 2003, the Agency approved the revised labeling without
requirement for any further revisions or modifications. (We note that the March
17, 2003 stamped accepted label image does not appear on EPA's website with the
March 3, 2003 label).

On December 3, 2003, a notification consistent with PR 98-10 was submitted to
add optional marketing statements for the registered uses as a disinfectant for
hard, nonporous surfaces. (The cover letter and EPA pin-punch receipt date are
December 3, 2003; the date on the application form (EPA Form 8570-1) is
November 25, 2003),

On December 17, 2003, the Agency sent a letter to the registrant stating that the
label stamped March 17, 2003 did not include the revistons as stated in the March
3 notice of registration. (Note that this letter does not acknowledge the March 6
and 10 agreements reached with the Agency nor does it mention the December 3,
2003 notification submission).

On January 15, 2004, after the registrant spoke with you about the December 17,
2003 letter (received by the registrant on January 5, 2004), they submitted revised
labeling to the March 17, 2003 stamped accepted label to make an additional
minor modification, reiterating the March 6 and 10, 2003 agreements. (Note that
the label submitted on January 15, 2004 did not inctude the optional marketing
statements submitted under notification on December 3, 2003).

On February 25, 2004, the Agency sent a letter stating that the "amendment” dated
November 25, 2003 was not acceptable, requiring response to the Agency letter of
December 17, 2003 and stating that additional claims could not be added, with
general comments about uses that needed to be revised. (This refers to the
notification that was submitted on Dec 3, 2003 although the application form was
dated November 25, 2003).
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The areas I would like to discuss with you and to obtain clarification from the Agency are as

follows:
[ ]

The Agency approved the labet for Axen 30 on March 17, 2003, based on
revisions made in agreement with the Agency. Yet the Agency's letter of
December 17, 2003 states that the revisions required in the Notice of Registration
were not made, seemingly ignoring the agreements reach with the Agency on
March 6 and 10, 2003 and documented in the resubmission on March 10, 2003.
Could you please clarify what concerns the Agency has or confirm that the label
submitted Jan 15, 2004, revised in accordance with the Agency's written and
verbal direction, is acceptable (with clarification for notification, following)?
According to PR 98-10 (Section IV(A)}?2)), the Agency must inform the registrant
within 30 days of submission of a notification if the notification is disapproved
and state the reasons why. The registrant can sell or distribute the product bearing
the changes made under notification 60 days after submission if the Agency has
not disapproved the modification by that time (specific approval is not required).
The notification for this product was submitted on December 3, 2003; the 30 day
period for EPA to disapprove the notification was January 2, 2003, and the 60 day
period expired on February 1, 2003.

The registrant did not at any time receive anything from the Agency disapproving
the notification. Thus, the submitted notification is considered acceptable under
Agency policy and procedure. However, the February 25, 2003 letter from the
Agency (outside of both the 30 day and 60 day required timeframes) denies the
submission, apparently considering it to be an amendment rather than notification.

e Can you please address whether the notification is effective in light of the
Agency's policy regarding timings?

® Regarding the Agency's letter of February 25, 2004: The Agency has
provided its internal guidance to industry that confirms all hard, nonporous
surfaces for disinfectants are covered by registration for hard, nonporous
surfaces assuming the use sites are covered (Internal guidance for the
review process for registration and use directions for floor wipe towelette
products, 10/16/03 - "floors do not represent a new use site for labels
which already specify treatment on hard, non-porous surfaces"). While
this guidance is for towelettes, it is consistent with the Agency's many
prior decisions for disinfectants used on hard, non-porous surfaces -
specific items do not need to be added as new use sites within the use site
categories; the specific items do not need to be identified but can be listed
as optional marketing statements within the categories (eg., see 777-89).

Axen 30 is registered as a disinfectant for hard, non-porous surfaces in "
homes, hospitals, nursing homes, medical and dental clinics, laboratories...
schools, day care facilities.. kitchens..." (emphasis added). Given that,
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could you please explain the concerns expressed in the Agency letter of
February 25, 20047 All of the optional marketing statements are for
common hard, non-porous surfaces within those use sites and are
commontly listed as optional marketing statements on other disinfectants
for hard, non-porous surfaces. These have not previously been considered
to be additional claims or new use sites.

[ would like to ensure that the registrant understands the Agency's concemns, policies (and any
changes from past policy which are being implemented with the more recent actions), and then
make certain that the registration for this product is revised/corrected as needed or that the label
as it currently stands is determined to be acceptable. I'm concerned that there has been some

miscommunication or perhaps that communications have crossed each other without being fully
addressed.

Thanks very much for your help on this. T' Il look forward to talking with you on Thursday
morning to get this figured out.

Elizabeth

Elizabeth Anne Brown, Ph.D.

Directer, Scientific & Regulfatory Affairs
ChemReg International

1990 Old Bridge Road, Suite 201

Lake Ridge, VA 22192

Phone: 703-492-7905
Fax: 703-492-0668
Email: brown@chemreg.com

Legal Notice: This electronic mail and its attachments are intended solely for the person (s) to whom they
are addressed and may contain information which is confidential or otherwise protected from disclosure,
except for the purpose they are intended to. Dissemination, distribution, or reproduction by anyone other
than their intended recipients is prohibited and may be illegal, If you are not an intended recipient, please
immediately inform the sender and send him/her back the present e-mail and its attachments and destroy
any copies which may be in your possession.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, DC 20460

February 25, 2004

Elizabeth A. Brown, Ph.D.
Consultant
ChemReg International, LLC
Agent for ETI H20

13820 Oid Bridge Road, Suite 201

Dear Dr. Brown:

Subject:

Lake Ridge, VA 22182

Axen® 30

EPA Registration No. 72977-3
Application Dated November 25, 2003

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

QFFICE
PREVENTION,

oF

PESTICIDES

AND TOXIC SUBSTANCES

The following amendments submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act, as amended, are not acceptable for the following
reasons:

Proposed Amendments.

Response to Agency Letter dated December 17, 2003
Adding additional claims to label

General Comments:

1. You must delete the claims children’s toys, toy box, diaper pails, diaper changing table,
kitchen counter, play tables, jungle gym. playhouse, child car seat, strollers, playpens and
activity centers.

2. You must specify cite(s) within the various facilities

of the cabinets.

3. Remove pictures of playroom from the label.

You must also specify the matenal

CONCURRENCES
SYMBOL
T T I L L e R e R 5 3 dligemiesa
DATE ~ sspedfa PP TR - LT p—— seprssnssean=e spresasdecmncscana arvmss s s manar PSP
EPA Form 1320-1A (1/80) Printed on Recycled Paper oF FILE COPY

g
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Other Comments:

Should you have any questions or comments concerning this letter, please contact me at
(703) 308-6422 or Renae Whitaker at (703) 308-7003.

Sincerely.

v

Adam Heyward

Product Manager (34)

Regulatory Management Branch |l
Antimicrobials Division (7510C)

CONCURRENCES

SymooL }
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EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COPY
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Adam Heyward, PM 34

US EPA

Office of Pesticide Programs
Regulatory Branch 11
Antimicrobials Division {7510C)
1200 Pennsylvania Ave., NW
Washington, DC 20460-0001
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SUBJECT: Axen30
EPA Product Registration Number 72977-3
Reply to December 17, 2003 letter, received January 5, 2004

Dear Mr. Heyward:

I am in receipt of your letter dated December 17. 2003 which claims that we did
not amend our product label as detaited in your March 3, 2003 letter.

As you will recall, | spoke with you on March 6 and March 10 to discuss certain
items contained in your March 3, 2003 letter. Together, we agreed to certain
modifications of the items to be amended and | submitted to you a letter
summarizing our conversation and detailing our understanding of the changes to be
made, along with 3 copies of the final amended label. Subsequently, we received a
stamped approved label dated March 17, 2003. A copy of our reply letter is
attached for your reference.

Upon re-reviewing the March 3 label and our reply, | do see that we neglected only
to eliminated the phrase “such as” from two locations {ref. Item 2{i}). Attached is the
revised label deleting this phrase wherever it appeared. | apologize for the
confusion and thank you for bringing it to our attention.

Should you have an further concerns, please do not hesitate to contact me.

Best Regards,
INNOVATIVE MEDICAL SERVICES

Michael Krall
President/CEQ
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March 10, 2003

Adam Heyward, PM 34
US Environmental Protection Agency
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Office of Pesticide Programs S E R \f ! (. £ S

Regulatory Management Branch Il AN ALY 4 mie

Antimicrobials Division {7510C)
1200 Pennsyivania Avenue, NW
Washington, DC 20460-0001

SUBJECT Axen30

EPA product Reg. Number 72977-3
Telecom of March 6, and 10, 2003

Dear Mr. Heyward:

Attached are three (3) copies of the revised final printed label bearing the revisions
outlined in the March 3, 2003 Registration Notice with the exception of the
following modifications as verbally approved by you in our telephone conferences
referenced ahove:

T

Wity nsprine, com

The chart will remain as originally submitted and the statement below will
be added directly above the chart:

“In order to ensure that all organisms listed are killed, you must

use the contact times as directed in the Application instructions”
The following phrases from the ‘Additional Language for Front
Panel” have not been removed but have been revised as requested
to remove the reference to 93.9999% where applicable:

No dulling residue

Disinfects without bleaching

No harsh chemical smell

Odorless

Disinfects household surfaces

No Mixing Required

Kifls Staphylococcus aureus in 30 seconds*

Kills Saimonella choleraesuis in 30 seconds*

Kills Listeria monocytogenes in 30 seconds*

Kills Pseudomonas aeruginosa in 30 seconds*

Kills germs in 30 seconds*
The following phrases from the ‘Additional Language for Back
Panel” have not been removed but have been revised as requested
to remove the reference to 99.9999% where applicable:

17325 C_iiitfsp:t: Way ¢ El Cajon, Californin 92020 « voice (619 596-8600 e 16141 SUG-HT00 .
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= Kills Staphylococcus aureus in 30 seconds*

» Kills Salmonella cho.‘era:esuis in 30%econds*
= Kills Listeria monocytogegestin 30, secords*}
»  Kills Pseudomonas aerugindsa in 30 selonds™
= Kills germs in 30 seconds™

Thank you,

INNOVATIVE MEDICAL SERVICES

Michael L. Krali
President/CEQ
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1990 OLD BRIDGE ROAD, SUITE 201
LAKXE RIDGE, VIRGINIA 22192-2383

DIRECT: 703-492-7905 ' E-MAIL: brown@chemreg.com

MaiN: 703-492-0445 . WEB S1TES: www.chemreg.com

Fax: 703-492-0668 . : . www.pesticide.net

ELIZABETH A. BROWN, PH.D.
December 3, 2003

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attention: Adam Heyward (PM 34)

Re:  Axen 30, EPA Reg: No. 72977-3
Notification of other labeling revisions per PR Notice 98-10

Dear Adam:
On behalf of our client, ETI'H20, we are notifying for optnonat markenn ¢ statements for

“Axen 30.” This submission is in full compliance with the nouﬁcanon procedure as identified in

PR Notice 98-10.

-As required by PR Notice 98- ]0 for notifications for other. labehng revisions, cnclosed
please find the following:

. Application Form (8570-1), including the PR Nonce 98-10 Certification Statement
2. One copy of the product labeling with each of the changes highlighted. ‘

Also enclosed is a copy of the letter of authorization for ChemReg International, LLC, to act on
behalf of ETI H20. Please let me know if you have any questions about the enclosed items.

Regards,

_Elizabeth Anne Brown : I
cc.- ETIH20
CONSULTANTS TO SUCCESS™ : ee y .,

Over One Hundred and Fifty Years of Combined Experience Ass:stmg Chemical, Pestxmde,

Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regg]atqry
Strategles, Registration, Data Support and Compensation, Quality Assurance, Study Desi?g

. and Scientific Matters.
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November 21, 2003

. Document Processing Dest (COADR)
Office of Pesticide Programs (7504C)
U.S. Envircnmental Protection Agency
Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attn: Mr. Jim Jones, OPP Director'
Re:  Authorized Company Representative
Dear Mr. Jones:

This letter authorizes the staff of ChemReg International, LLC, at 1990 Old Bridge Road,
Suite 201, Lake Ridge, VA 22192, to act as our agents in all regulatory matters relative to
our products and they can access mformatton from your files. I shall remain as the
principal company contact at the address stated above. -

_ This authorization supersedes all previous letters on the subject and shall remain in effect
until such time as ETI H20 notifies EPA, in writing, of a change.

If you have any questions, please call.

Sincerely,
ETTH20

Michael L. Kral}
President/CEQ

cc:  E. Brown, ChemReg Intemnational (703 -492-7905; brown{@chemreg. com)
- F. Sanders, US EPA/OPP/AD i
M. Swindell, US EPA/OPP/AD '
A. Heyward, US EPA/OPP/AD
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1725 Gillespie Way « El Cajon, CA 92020 telephone 619-596-8600 + facsimile 619-506-8700 °,." 4%
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Floase rood instructions on reverso before completing form. Form Approved, OMB No. 2070-0060, Approval explres 2-28-35
" United Statas FH Registration OPP Identifier Number
"IEPA Environmental Protection Agency Amendment
Washington, DC 20460 ]
l v | Other

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manage: 3. Propeosed Clagsification
72977 3 A H _
. — - dam e;_r_ward o R AR Iﬂ/ None | | Restricted
4, Company}Product {Narne) PMs
Axen 30 34
S. Neme and Addrass of Applicant (nclude ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3}
ETi H20 (b)), my product is similar or identical in composition and labeling
1725 Gitiespie W s
Glliespie Way EPA Reg. No.
El Cajon CA 92020 -
Check «f this s & new sddress Product Name o
Section - i
I—;J Ameandment - Explein below. L J Finet printed labels in repeonss to
——  Agency lattar dated i
Rosubmission in response 1o Agency letter dated _ ‘ "Me Tac™ Application.
Notificatien - Explain below. v Other - Explain below.

—

Explanatron Use addittonal pape(s) if necassary, (For saction | and Section 1.}

Notification of Other Labelng Revisions per PR Notice 98-10.

This notification is consistent with the provisions of PR Nofice 98-10 and FPA regulations al 40 CFR 152.46, and no olher changes have been made 10 the
labeling or the confidenual siatemant of formula of This product. | understand that itis a wolation of 18 U.S.C. Sec. 1001 1o willfully make any lalse stalement to
EPA | turdher understand that if this notification is not crnsistent with the lerms of PR Nolice 98- 0 and 40 CFR 152,48, this product may be in vielation of
FIFRA and | may be subject to enforcement action and pe=rities under sections 12 and 14 of FIFRA

Section - Iif

'| Mutorial TI'\K Produc! WII Be Pm:kaaed In o I

Child-Resistant Packaging ! Unit Packaging Water Saluble Packaeging 2. Type o! Containar
i_ "1 ves ‘ "7 Yes _I Yes "] Meta
Plastic
l_‘/ No V’J Ho e ‘/l No - Glass
g t "Yos™ No. par I "Yas” No. per Papar
c.at:on must Unit Packaging wat. containar Package wgt conteiner Other (Spacity) .
ubmitied | i
s i g ] o
3. Locstion o! Net Contents Information 4. Sizeis) Retail Container 5. Location of Label Directions
i
L Label _l ! _Container ) 4-32 ':'5-'- 1-220 gailon i_j e
&. Manner in Which Label is Aftixed to Praduct | Luhogrsph [:J Other e
Pepaor glued -
Stencu ad

Section - IV

1. Contect Point (Complate fmms diractly bo.-‘ow for :o’mnf;csrfon of individusl to be contacted, if necossary, to process Mrs applicetion.]
Telephone No. (Ipcluds Area Code)

Name Tule
Elizabeth Brown, ChemReg international, LLC. ! 703.492.7438 **
S Certification &7 atamapplication
I cortdy that the statements | have made on this form and sl sttachments thereto ére trus, accurete end complote. Rf&uvoﬁ
| acknowladge that sny knowlinglly telse or misleading statement may be punishable by fine or ifﬂP"EUW‘Gmﬂ” o 1Stampedl
both under apphcablo law. . .
. R R T T L i g
’ 2 Suﬂ nlu'n 3. Titie ..o‘ svee
L]
A Reuulatory Direcior ERAEE ceee
. _ e LE-E B N ] *
4. Typed Nema ’ | S. Data reo e
L R X-3 J
Dolana Blount f 11-25-03 i %
] * s e
&8 AR

- EPA Flls Copy loriginall  Yellogd JAppicant Copy

EPA Form BS570-1 {Rev. 3 94) Previous editions are obsolete.
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Axen?®30 ...

Disinfectant'-Fuigicide & Varicide*

Disinfects and Deodorizes
Restaurants ® Hospitals ® Schools ® Homes ¢ Offices

Manufactured by ETI K20

A Division of Innovative Medical Services
1725 Gillespie Way

El Cajon, CA 92020

EPA REG. No. 72977-3

EPA EST. No. 72977-CA-001

Net Vol. 32 oz.

Active Ingredient
Silver! 0.003%
Citric Acid 4.840%
Other Ingredients 95.157%
Total 100.000%

* Electrolytically generated Silver ions
KEEP QUT OF REACH OF CHILDREN
CAUTION
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DIRECTIONS FOR USE

It is a violation of Federal Law to use &his product’in a

rﬂa@nierfi.ﬁ'@nsistent with its labeling.

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial
disinfectant and deodorizer. Proven to kill bacteria, fungus and viruses®, AXEN® 30 Disinfectant, Fungicida! &
Virucidal $pray should be used on non-porous eavironmental hard surfaces in homes, hospitals, nursing homes,
medical and dental clinics, laboratories, ambulance and patient transfer vehicles, funeral homes, hotels,
restaurants, schools, day care facilities, offices, veterinary clinics, animal shelters, keanels, exercise facilities,
beauty and barber shops, subways, lrains, airplanes, ships, busses and other public transporation vehicles,

lacker rooms, kitchens and restrooms.

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous
environmental surfaces {painted, glazed tile, plastic, metal, giass, glazed porcelain) and objects including walls, |
floars, counters, sinks, toilets, cabinets, tubs, showers, doorknobs, lights swilch covers, telephones, appliances,
stove tops, bed frames, wheelchairs, over-bed tables, examination tables and waste containers, tabies, and

chairs.

FAST, EASY, EFFECTIVE
General information

*AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray successfully killed the following
organisms under AOAC protocols {In order to ensure that all organisms listed are killed, you
must use the contact times as directed in the Application Instructions):

T e e e N OrSanlsm e FA A Kl TR
Pseudomonas aerugmosa 30 seconds
Staphylococcus aureus ' 30 seconds
Salmonella choleraesuis ' 30 seconds
Listeria monocytogenes ' 30 secands
Vancomycin resistant Enterococcus faecium ' 2 minutes
Methicillin resistant Staphylococcus aureus ' 2 minutes
Escherichia coli 0157:H7" 2 minutes
Trichophyton mentagrophytes (Athiete’s Foot Fungus) 10 minutes
HIV type 1- Strain HTLV IIIB | 30 seconds
Herpes Simplex Type 1 VR-733 F{1) Strain * 1 minute
Influenza A VR-544, Hong Kong strain ? 10 minutes
Rhinovirus R37 VR-1147, Strain 151-17 10 minutes
Polio Type 2, VR-1002, Lansing Strain ? 10 minutes

1 Evaluated in the presence of 5% organic soil.

2 Evaluated in the presence of 1% organic soil

Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is effective against Trichophyton
mentagrophytes, the Athlete's foot fungus, Use in locker rooms, dressing rooms, shower and bath areas, and

exercise facilities.

Deodorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused by
bacteria. Use to control odors in hospitals, nursing homes, public restrooms, animal kennels and barn stalls. In
grivate homaes, use in the kitchen, bathroom, sink raams and basements.

APPLICATION INSTRUCTIONS

Surfaces that are heavy soiled with organic matter must be pre-cleaned prior to vsing this product.

General Disinfection:
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For general disinfection and control of the bacteria Pseudomonas aeruginosa, Staphylococcus aureus,
Salmonella choleraesuis, Listeria monocywgenas, Vangomygin Resistan], £nterococcus faecium {VRE),
Methicillin Resistant Staphylococcus aurews dMSA}add sEhdrichid I 0]57:H7 the surface must be
completely wel with AXEN® 30 Disiniectait,:Furﬁicidal.& Vifu@dal $pdy 8L 2 minutes. The surface may
then be wiped dry with a clean towel. When* Uded a2 “directed, AXEN® 30 Disinfectant, Fungicidal &
Virucidal Spray provides protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella
choleraesuis up to 24 hours after initial application.

Fungus Control:

For effective control of the fungus Trichophyton mentagrophytes, the surface must be completely wet with
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wiped dry
with a clean towel. Re-apply when cleaning or when new growth appears.

Viral Control:

To kili Herpes Simplex Type 1 F(1} Strain Influenza A Virus, Hong Kong strain, Rhinovirus R37 Strain 15141,
Palio Virus Type 2 Lansing Strain the surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal
& Virucidal Spray for 10 minutes. The surface may then be wiped dry with a clean towel

Kills HIV-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids in health
care settings {or other settings in which there is an expected likelihood of sailing of inanimate surfaces/objects
with blood or body fluids, and in which the surfaces/objects likely to be soiled with blood or body fluids can
be associated with the potential for transmission of HIVY: instructions for Cleaning and Decontamination
Against HIV on pre<cleaned eavironmentat surfaces/objects previously soiled with blood/body fluids: Personal
Protection: When handling items soiled with blood or body fluids, use appropriate bacrier protection inciuding
latex gloves, gowns, masks ar eye coverings. Cleaning Procedure: 8lood and other body fluids must be
thoroughly cleaned from surfaces and objects before application of this disinfectant. Contact Time: Apply
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The surface must be completely
wel with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then he
wiped dry with a clean towel, Disposal of Infectious Materials: Blood and other bedy fluids should be
autoclaved and disposed of according to federal, state and local regulations for infectious waste disposal.

KEY: The following language will be printed on the label of products inteaded to be sold to health facilities:

This product is not to be used as a terminal sterilant/high level disinfectant on any surface or instrument that
{11 is introduced directly into the human body, either into or in contact with the human body, either into or in
contact with the bloodstream, or normatly sterile areas of the body, or {2) contacts intact mucous membranes
but which does nol normally penetraile the blood barrier or otherwise enter normally sterile areas of the body.
This product may be used to pre-clean or decontaminate critical or semi-critical medical devices prior to
sterilization or high level disinfection.

STORAGE AND DISPOSAL

Storage: Do not contaminate water, food or feed by storage or disposal.

Disposal: Do not reuse container. Rinse thoroughly before discarding in trash or recycling.

IN CASE OF EMERGENCY

Have the product container or label with you when calling a poison control center or doctor, or
going for treatment. You may also contact CHEMTREC 1-800-424-9300 for emergency medical
treatment information.
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Additional language for front panel

Kills Staphylococcus aureus in 3Gsdconds* ,* R RN
Kills Salmonella choleraesuis in 30 secomdsies "s* %" 2

Kills Listeria monocytogenes in 30 seconds*

Kills Pseudomonas aeruginosa in 30 seconds*

Kitls germs in 30 seconds*

Kitls common household germs

Kills common household germs including Salmonella, Staphylococcus, Listeria, and
E. coli.

Kills Salmonella, Staphylococcus, Listeria, and E. coli.
Kills - Bacteria, Fungus and Virus*

No dulling residue

Disinfects without bleaching

No harsh chemicat smell

Odorless

Disinfects household surfaces

No Mixing Required

KEY: * = Refer to table
Alternate language for the back panel

Kiils Staphylococcus aureus in 30 seconds*
Kills Safmonella choleraesuis in 30 seconds™
Kills Listeria monocytogenes in 30 seconds™
Kills Pseudomonas aeruginosa in 30 seconds*
Kitls germs in 30 seconds*

KEY: * = Refer to table

Optional graphics for back of label (graphics are larger here than they wiil appear
on the Jabel)

KITCHEN BATHROOM
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PM WORK ASSIGNMENT SHEET

DECISION 4 iy Gbe PM o

DESCRIPTION OF ACTION:

SUBMISSION BAR CODE: § /="~

PRODUCT REVIEWER: =~ & =

FILE SYMBOL/IREGNO.. /.- |
FQPAACTION CODE: " £ NON-FQPA ACTION CODE:
AMOUNT OF TIME TO COMPLETE TASK (ASRC only) HOURS

MONTH DAY YEAR
APPLICATION DATE 2t =P el
EPA PIN DATE Y = o
REVIEWER ASSIGNED DATE o B S5 | &
DATE DUE OUT OF AGENCY B e 5 ~Z

TYPE OF DATA
Product Chemistry: O Product Toxicology: O Efficacy: O

RASSB: 0 HEDTOX DO ENVIRONMENTAL FATEO  FISH/WILDLIFE O

Other O

COMMENTS:

JACKET(S)/FILE SHOULD BE SUBMITTED WITH YOUR LETTERS FOR SIGNATURE

RESPONSE CODE: _ / Z RESPONSEDATE: / &~ 1 Z2r ¢ 3
MO Day Year
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%% ; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

December 22, 2003

Dolana Blount

Regulatory Director

ETi H20

Division of Innovative Medical Services
1725 Gillespie Way

El Cajon, CA 92020

Subject: Axen 30
EPA Registration No. 72977-3
Application Date: November 26, 2003
EPA Received Date: November 28, 2003
Dear Ms. Blount:

This acknowledges receipt of your naotification, submitted under the provision of PR Notice
98-10, FIFRA section 3(c)9.

Proposed Notification

. Alternate Brand Name “Kinderguard”

General Comments
Based on a review of the material submitted, the following comments apply:

The notification application is acceptable. A copy has been inserted in your file for future
reference.

Shouid you have any questions or comments concerning this letter, please contact me at
703-308-6422.

Adam Heyward

Product Manager 34

Regulatory Management Branch [
Antimicrobials Division (7510 C)
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"Michael L. Krall™ To: Adam Heyward/DC/USEPA/US@EPA
< mkrall@imspure.com ce: Dolana Biount <dblount@imspure.com>, laird1olivia@aol.com,
> jmoore10@cox.net, Gene Auerbach <gauerbach@imspure.com >,

) imspres@aol.com
03/04/2003 10:27 PM Subject: Innovative Medical Services: Registration Notice for 72977-3

<?xml:namespace prefix = stl ns = "um:schemas-microsoft-com:office:smarttags" />March 4,
2003<?xmi:namespace prefix = o ns = "urn:schemas-microsoft-com:office:office” />

Adam Heyward

UsS EPA

Product Manager {34)
Antimicrobials Division (7510C)

Ref: EPA Product Registration 72977-3, Dated March 3, 2003
Dear Mr. Heyward:

Thank you for your time this afternoon. As we discussed, outlined below are the specific points
we would like you to address with your Microbiologist.

EPA Comment 2 b., Page 2 (March 3, 2003)- “On page 2, the chart which listed the kilf time
under the heading General Information for the bacteria Pseudomonas aeruginosa,
Staphylococcus aureus, Salmonefla choleraesuis and Listeris monocyfogenes must be
changed from 30 seconds to Two Minutes in the chart and, wherever it appears on the
label " :

It appears the AQAC testing data submitted for Axen30 has been overlooked, in that you
request that we alter the kill times listed in the chart under General Information for the bacteria
Pseudomonas aeruginosa, Slaphylococcus aureus, Salmonella choleraesuis and Listeria
monocytogenes from 30 seconds to 2 minutes.

Although we disagreed, we complied with the request in your letter dated January 28, 2003,
that we amend the label's USE INSTRUCTIONS to reflect that for disinfection, ‘the surface
must remain wet for 2 minutes’. Please refer to PAGE 13 of MRID 457572-03: AOAC Use
Dilution — Carrier Confirmation {Lab ID 194872). The 30 ppm strength product was fested at 30
seconds following EPA testing and reporting guidelines, and compietely eliminated
Pseudomonas_aeruginosa, Staphylococcus aureus and Salmoneila choleraesuis at the
30 second time point.

Thus, the 30 second kill time is completely accurate for Pseudomonas aeruginosa,
Staphylococcus aureus and Salmonella choleraesuis, while the 2 minute kill time is
accurate for Methicillin Resistant S. aureus, Vancomycin Resistant Entercoccus and E.
colf as reflected in MRID 457572-02.

Please also refer to PAGE 14 of MRID 457572-02 AOAC Use Dilution = Carrier Confirmation
{Lab ID 197155) which confirms that Axen30 completely eliminated Listeria monocytogenes
in 30 seconds following EPA testing and reporting guidelines.

We ask that the Agency aliow the label chart to reflect the true and accurate test results as
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outlined above including the allowance of the 30-second Kill time against Pseudomonas
aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria monocytogenes and
amend It's registration notice {o reflect this allowance. In the Agency's label review dated
January 28, 2003, we were advised to reference the table on page 2 of the label for
qualification in regard to the specific organisms Axen30 is effective against and the associated
kill times for each organism tested. We feel that the chart should remain as-is because it
factually represents the test results and is the most straight-forward vehicle to inform the
consumer.

Our intent is to help the consumer understand the difference between cur Category IV
disinfectant, which eliminates or kills Pseudomonas aeruginosa, Staphylococcus aureus,
Salmoneila choleraesuis and Listeria monocytogenes in 30 seconds, and the more toxic
Category Il market leader, Lysot Brand Il disinfectant, which claims on the front of their
product label, “Kills 89.9% of germs in 30 seconds*” . The back of the Lysof product
label reads “**Sanitizes: Kills 99.9% of Staphylococcus aureus {Staph) and Klebsiella
pneumonia (K. pneumaonia) on hard non-porous surfaces in 30 seconds.”. As you know,
sanitization is simply a reduction in bacteria versus disinfection, a complete elimination
‘ of bacteria, as accomplished by Axen30 in 30 seconds when tested against
Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria
monocytogenes. Lysol's Brand |l disinfectant Product Registration number is 777-72.

EPA Comment 2 ¢,_Page 2 — "The kill time for Herpes Simplex Type 1 VR-733 F(1) Strain must
be changed from one minute to Ten Minutes in the chart and_wherever it appears on the
label”.

In your letter dated January 28, 2003, the agency acknowledges that MRID 457572-08 “support
the use of the product Axen®, at a dilution of 30 ppm, as a virucide when tested against Herpes
simplex fype 1, (VR-733) on hard, non-porous, inanimate surfaces with a 1% organic soif ioad
with one and ten minute exposures at room temperature”. A review of pages 8, 12 and 13 of
MRID 457572-08 will confirm these results.

We ask that the Agency allow the label to accurately reflect the efficacy of Axen30 at One
Minute against Herpes simplex type 1 as tested following EPA testing and reporting guidelines
' and amend It's registration notice to reflect this change.

EPA Comment 2 d_Page 2 - "On the 4" page of the label, delete the statements "eliminates” or
“Kills 99.999989 (sic), efc...” Only the following statements under the headings on page 4 of the
tabel are acceptable:

Additional Language for Front Panel

. Kill common household germs

. Kill common household germs, including Salmonella, Staphylococcus,
Listeria and E.cofi.

] Kills bacteria, Fungus and Virus®

Alternate Language for the Back Panel
. None of the alternate language for the back panel is acceptable and

therefore must be deleted from the label”




Under the “Alternate language for the front of the label®, you eliminated several phrases that
were not previously rejected. We ask that you re-consider the following phrases as alternate
wording in our final [abel as they do not relate to efficacy of the product and are merely
descriptive informational phrases provided for the consumers benefit:

No dulling residue

Disinfects without bleaching
No harsh chemical smell
Odoriess

Disinfects household surfaces
No mixing required

in addition, as Axen30 demonstrated efficacy in completely eliminating Pseudomonas
aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria monocytogenes in_
30 seconds foliowing EPA testing and reporting guidelines , we ask that you re-consider the
phrases beiow as aiternate wording for the front or back panel of the labei:

. Kills Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella choleraesuis, and
Listeria monocytogenes in 30 seconds*
. Kills Staphylococcus aureus in 30 seconds*
Kills Salmonella choleraesuis in 30 seconds”
Kilis Listeria monocytogenes in 30 seconds*
Kills Pseudomonas aeruginosa in 30 seconds
Kills 99.9998% of germs in 30 seconds*
Kills germs in 30 seconds*
Kills 99.9998% of Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella
choleraesuis, and Listeria monocytogenes in 30 seconds*
. Kills 89.9999% of Staphylococcus aureus in 30 seconds®
. Kilis 89.9999% of Salmeonella choleraesuis in 30 seconds*
. Kills 99.9989% of Listeria monocytogenes in 30 seconds™
* Kills £9.9898% of Pseudomonas aeruginosa in 30 seconds®
KEY: * = Refer to table

As you suggested, we will calf you in the morning at 10:30 am EST to touch base and offer you
any clarification you may need at that time. | then suggest that we initiate a call to you at 3:00
pm EST, if that is convenient for you. This will allow you time to discuss our requests with your
Microbiologist.

We are a small company on a critical time-line and therefore; we ask that this not be placed in
another review period, as all the data has been sufficiently reviewed to address the matters at
hand.

Adam, we appreciate your efforts in this matter and look forward to speaking with you
tomorrow.
Respectfully,

Michael L. Krail, CEO
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Innovative Medical Services
Ph. (619) 596-8600 Ext. 0
Fax (619) 596-8780

mkrall@imspure.com
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EPA Reg: Dhumbies Daie of lsswance
"»17.0 "4% L'y ENVIRONMENTAL PROTCTION AGENCY
» 'y, Uffice of Pesucide Programs
r 2 ¥ Antisnicrobias Dis iston (7810 72977-3
§ M g 1200 Pemasylvasia Avenue, NW Ma rCh 3, 2003
T Washingion, D ¢ Mea0-MG1
Sy
NOTICE OF PESTICIDE: B
X _Registration Conditional
___ Reregistration
(Under FIFRA, 35 amended) Name of Pestcide Product
AXEN® 30
Name and Address of Registrant {(include 71F Code)
Innovative Medical Service
1725 Gillespie Way
El Cajon, California 92020
Note: Changes in lubolmg differmg in substance from thet sccepied (o consection with this registrabon must he suhmiifed to and sccepeed by the Regatration
Dvvasion pior 1o e of the lobel in commacce. Inany correspondence on this proguct alwave refer t the above UPA registration number

On the basis ol informanion furnished by the registrant, the (have-named pesticide i heres registeredireregisiened vader the Federal Insecticide, Fungice and
Rodentiode Act

Registration is i no way 1o be construed as an crcdoisement of recommendanion of ths product by the Agency i order W protect healih and the envirgomen, the
Administratos, on s motion, may at any lime suspend o cancel the registralion of a pesiicide in aceordaree with the Act The acceptance of any name i connection
wiih the registration of a product under this Actis not to be consireed as giving the reg: a nght w exclusive use of the name or 10 1ts use 1T it has been covered by
olhers

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(A)
provided that you:

1. Submit and/or cite all data required for registration of your product under FIFRA section
3(c)(5) when the Agency requires all registrants of similar products to submit such data: and submit
acceptable responscs required for reregistration of your product under FIFRA section 4.

2. Make the labeling changes listed below before you release the product for shipment:

a. Revise the EPA Registration Number to read ~ EPA Registration Number 72977-3"

Sapgmature of Approving U[ﬁcnal O

Adam Heyward
Pfoduct Manager 34

egulatory Management Branch 11
ntimicrobials Division (7510C)

March 3, 2003

EPA Form 85706
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2

On page 2, the chart which listed the kill time under the heading General
Information for the bacieria “Pseudomonas aeruginosa, Staphylococcus
aureus. Salmonella choleraesuis and Listeria monocytogenes must be
changed from 30 second to Twe Minutes in the chart and. wherever it
appears on the label.”

The kill time for Herpes Simplex Type | VR-733 F(1) Strain must be
changed from one minute to Tem Minutes in the chart and. whercver it
appears on the label.

On the 4" page of the label. delete the statements “eliminates™ or “Kills
99.99999, ctc..." Only the following statements under the headings on

page 4 of the label are acceptable:

Additional Language for Front Panel

. Kiil common household germs

. Kill common household germs. including Salmonetla.
Staphylococeus. Listeria and E. coli.

v Kills Bacteria, Fungus and Virus*

Alternate Language for the Back Panel

. None of the alternate language for the back panel is
acceptable and therefore must be deleted from the label

Delete the word “Eliminates” wherever it appears on the label and
replaces it with the word “to kill or to control.”

Delete the ingredient “lonic Sliver” from the product name or add the
ingredient “Citrtc Acid"” to the product name.

The “Keep Out of Reach of Children™ statement must be placed below the
ingredient statement, along with the signal word “Caution.”

Since no residual data was submitted to support the claim “Do not cleun
treated surfaces after application if 24 hour protections are expected to be

maintained, " vou must delete the claim wherever it appears on the label.

With respect to the statement concerning Athlete’s foot fungus. delete the
statement. “‘and any other hard. non-porous surfaces.”
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j. Since this product will be used in hospital and other health facilities. the

following statement must be added to the label:

“This product is not to be used as a terminal sterilant/high level
disinfectant on any surface or instrumeni that (1) is introduced directly into
the human body. either into or in contact with the human body. either into
or in contact with the bloodstream. or normally sterile areas of the body. or
(2) contacts intact mucous membranes but which does not enter ordinarily
penetrates the blood barrier or otherwise enter normal sterile areas of the
body. This product may be used to preclean or decontaminate critical or
semi-critical medical devices prior to sterilization or high level
disinfection.™

Refer to PR Notice 94-4 for detailed information,
h. Delete the statement. “and other areas requiring control of microbiat
contamination” from the direction for use section. All intended cites must

be specified on the label.

1, [n the second paragraph on page 2. delete the word “such as™ and other
areas of the label where it appears.

Refer to the EPA letter dated January 28. 2003 for detailed information and/or
unacceptable label statements.

prior 1o releasing this product for sale.

3 Submit three (3) copies of the revised final printed label bearing the revisions

If these conditions are not complied with. the registration will be subject to cancellation

in accordance with FIFRA section 6(¢). Your release for shipment of the product bearing the

amended labeling constitutes acceptance of these conditions.
A stamped copy of the label is enclosed tor your records.

Sincerely.

i
Adam Heyward

Product Manager (34)
Regulatory Management Branch [
Antimicrobials Division (7510C)

Enclosure:
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Stabilized lonic Siiver

Axen® 30

Disinfectant, Fungicide & Virucide*

Disinfects and Deodorizes

Restaurants « Hospitals » Schools Homes » Offices

KEEP QUT OF REACH OF @

asl oL Pplace unds~
6“\)’!’!0 Wbrd s L e Pl ¢ ’
Active Ingredient
Silvert 0.003%
Citric Acid 4.840%
Other Ingredients
Manufactured by  ETI H20O Total 100.000%
A Division of Innovative Medical .
Services t Electrolytically generated Sitver ions

1725 Gillespie Way
El Cajon. CA 92020

Ha IKOR OC—-_

EPA REG. No. 72977-
EPA EST. No. 72977-CA-001

Net Vol. 32 oz
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Stabilized lonic Silver

Axen® 30

Disinfectant, Fungicide & Virucide*

Disinfects and Deodorizes
Restaurants « Hospitals » Schools « Homes » Offices

ACCEPTED
with COMMENTS
- EPA Letter Dated:

MAR -3 2003

Under the Federat Insecticide,
Fungicide, and Rodenticide Act as

e undes bPAReg No. /29715

KEEP OUT OF REACH OF

CHILDREN

Active Ingredient

Silvert 0.003%

Citric Acid - 4.840%

Other Ingredients 95.157%
Manufactured by ET1H20 Totat 100000% PA EST. Mo 72977 Con 001
A Division of Innovative Medicat
Services t Electrolytically generated Silver ions

1725 Gillespie Way Net Vol. 32 oz

i Cajon, CA 92020
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DIRECTIONS FOR USE

It is a violation of Federat Law to use this product in @ manner inconsistent with its

AXEN® 30 Dhkinfectand, Fungicidal & Virucidal Spray is a colorless. odoress broad spechum
antimictobial disinfectant and deodorizer. Proven to eliminate bacteria. fungus and viruses®,
AXEN® 30 Disinfectant, Fungicldal & Virucidal Spray should be used on non-porous envirenmental
hard surtoces in homes, hospitals, nuising homes, medicol and dentol clinics. loboratories,
ambulance and patient transfer vehicles, funeral homes, hotels, restaurants. schools. day care
fociiities, offices, veternary clinics. animal sheiters, kennels, exercise facilities, beauty and batber
shops, subways, froins, airplanes, ships, busses and other public ransportation vehicles, locker
rooms, kilchens, restrooms and other areas requiring control of microbial contamination,

AXEN® 30 Disinfectunt, Fungicidal & Virucidal Spray has been formulated fo disinfect hard, non-
poious envitonmental surfaces {painted, giazed lite. piastic, metal. glass, glazed porcetain) and
objects such as walls, floors. counters, sinks. foilets. cabinets, tubs, showers, doorknobs. lights switch
covers, telephoneas, appliances. stove tops, bed frames. wheelchairs, over-bed fables. examinotion
tables and waste containess. tables, and chairs.

FAST, EASY, EFFECTIVE
General infermaiion

* AXEN® 30 Disinfecfent, Fungicidal & Virucidal Spray demonstraled effective
elimingtion of the following orgonisms under AOAC pratocols:

i Qrganizsm Kl Time
Pseudomonas geruginosg ! 30 seconds
Staphylococcus aureus. ! 30 seconds
Salmonella choleraesvis ! 30 seconds
Listeria monocyfagenes 30 seconds
Vancomycin resistant Enterococeus faecium ! 2 minutes
Methicillin resistant Staphylococcus qureus ! 2 minutes
Escherichia coli 0157:H7 | 2 minutfes
Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes
HIV type 1~ Sirain HTLV HIB ! 30 seconds
Herpes Simplex Type 1 VR-733 F[1] Strqin 2 1 minule
Influenza A VR-544, Hong Kong sirain 2 0 minuies
Rhinovirus 837 VR-1147, Strqin 151-1 2 10 minutes
Polic Type 2. VR-1002. Lansing Strain 2 10 minutes

1 Evaluated in the presence of 5% crganic soil.
2 Evoiuvoted in the presence of 1% orgonic soil

Fungicidal Activity: AXEN® 30 Disinfectant, Fungicida! & Virucidal Spray is effective against
Trichophyton mentagrophytes, the Athlete’s foot fungus, Use in locker rooms, dressing rooms,
shower ond bath aregs, exercise facilities or any other hard, non-porous surface.

Deodorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors coused

by bacteria. Use to conlrot odors in hospitals. nursing homes, pubiic restrooms, animal kennels and
pam stalls. in privale homes. use in the kitchen. bathfoom, sink rooms and bosements.

APPLICATION INSTRUCTIONS
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surfaces that are heavy soiled with orgonic maetter must be pre-cleaned prior to using this
product,

General Disinfection:

for general disinfection and elimination of bacterio such as Pseudornonas geruginosa.
Staphylococcus aureus, Salmonelia cholerasvis. Listeria monocytogenes, Vancomycin Resistant
Enterococcus faecium (VRE], methicillin Resistani Sfaphylococcus aureus (MRSA} and Escherichic
coli 0157:H7 the surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal &
Virucidal Spray for 2 minutes. The surface may then be wiped dry with a clean towel.

™ When used as directed, AXEN® 30™ Disintectant, Fungicidal & Virucidal Spray provides
protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella cholerasuis up
to 24 hours after initial opplicotion. Do not clean freated surface ofter application if 24 hour
protection is expected lo be maintained

Fungus Control:

For effective control of fungus such as Trichophylon mentagrophytes, the suface must be
completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The
surface may then be wiped dry with a clean towel. Re-apply when cleaning or when new growth
appears.

Viral Control:

For elimination of Herpes Simplex Type | F{1) §train the surface must be completely wet with |
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for I minute. The suface may then be wiped
dry with g clean towel.

For the elimination of Influenza A Virus, Hong Xong strain, Rhinovirus R37 Strain 151-1, Polio Virus
Type 2 Lansing Strain the surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal
& Vhrucldal Spray for 10 minutes. The suiface maoy then be wiped dry with a clean towel.

Kilis HIV-1 on pre-cleaned environmental surlaces/objects previously solled with bleod/body
flulds in health care settings (or other settings in which there is an expected likelihood of soiling of
inanimate surfaces/objects with blood or body fluids, and in which the surfaces/objects likely to
be soiled with blood or body fivids can be associated with the potentiol for fransmission of HIV):
Instructions for Cleaning and Decontamination Against HIV on pre-cleaned environmentol
surfaces/objects previously soiled with blocd/body fivids: Personal Protection: When handling
items sciled with bleod or body fluids, use appropriate barrier protection such as latex gloves.
gowns, masks or eye coverings. Cleaning Procedure: Blood ond other body fiuids must be
thoroughly cleaned from surfaces and objecis before application of this disinfectant. Contact
Time: Apply AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The
surface must be complelely wet with AXEN® 30 Disinfectard, Fungicidal & Virucidal Spray for 30
seconds. The surface may then be wiped dry with a clean fowel. Disposal of infectious Matertals:
Blood and other body fluids should be autoclaved and disposed of accoiding o federal, state
and locaol regulations for infectious waste disposal,

[ STORAGE AND DISPOSAL
Storage: Do not contominate water, food or feed by storage or disposal.
Disposal: De nof reuse container. Rinse thoroughly before discarding in trash or
_recycling.

IN CASE OF EMERGENCY

Have the product container or label with you when calling a poisen control center or
doctor, or going for freatment. You maoy also contact CHEMIREC )-800-424-9300 for

emergency medical treatment information.

Additional language for front panel
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Eliminates Odors

Eliminates — or - Kills 99.9999% of Pseudomonas aeruginosa,
Staphyviococcus aureus, Salmeonella choleraesuis, and Listeria
monocytogenes in 30 seconds .

Eliminates - or - Kills 99.9999% of Staphylococcus aureus in 30 seconds
Eliminates — or - Kills 99.9999% of Saimonella choleraesuis in 30 seconds
Eliminates — or - Kills $9.9999% of Listeric monocytogenes in 30 seconds
Eliminates - or - Kills 99.9999% of Pseudomonas aeruginoso in 30 seconds
Kills 99.9999% of germs in 30 seconds*

Kills germs in 30 seconds* '

Eliminates ~ or - Kills common household germs

Eiminates — or - Kills common household germs including Saimoneila,
Staphylococcus, Listeria, and E. coli.

Eliminates — or - Kills Salmonefla, Staphyilococcus, Listeria, and E. coli.
Eliminates ~ or - Kilis - Bacteria, Fungus and Virus*

No duiling residue

Disinfects without bleaching

No harsh chemical smeli

QOdoriess.

Disinfects household surfaces

No Mixing Required

24 hour protection®*

KEY: *= Refer to table
Alternate language for the back panel

Eliminates ~ or - Kills 99.9999% of Pseudomonas aeruginosa,
Staphyloccoccus aureus, Salmonella choleraesuis, and Listeria
monocytogenes in 30 seconds

Eliminates ~ or - Kilis 99.9999% of Staphyloccoccus aureus in 30 seconds
Eliminates — or - Kills 99.9999% of Soimonello choleraesuis in 30 seconds
Eiiminates -~ or - Kills 99.9999% of Listeria monocytogenes in 30 seconds
Eliminates ~ or - Kills 99.9999% of Pseudomonas aeruginosa in 30 seconds
Kills 99.9999% of germs in 30 seconds*

Kills germs in 30 seconds*

24 hour protection**

KEY: *= Refer to table

Optional graphics for back of iabel {(graphics are larger here than they will
appear on the label)
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*Manufacturing process information may be entitled to confidential treatment*

Laird's Regulatory Consultants, Inc

Over 28 years Experience and Expertise in The Regulation of Pesticide Products

February 5. 2003

Mr. Adam Hayward, PM 3 sess’

Environmental Protection Agency a2y

Regulatory Management Il crovee * .

Antimicrobial Division (7510C) -

Ariel Rios Building seese

1200 Pennsylvania Ave.. NW °° o° 3%%

Washington, D.C. 20460 el e e

Subject: AXEN 30
EPA FILE SYMRBOL 72977-(, -:...E

Revised labeling in accordance with vour letter of 1/28/03
Ms. Drusilla Copeland Reviewer

Dear dir. Havward:

Per gur letter referenced above, Under PRODUCT CHEMISTRY:
1. The correct spelling of the) inoredient on the CSE has been corrected. See
revised CSF attached.
2. The stated purpose of the
incorporated as

Citric Acid on the CSF has been
Active ingredient. See revised CSF attached.

Under UNACCEPTABLE LABEL CLAIMS. these items have been address in the order
given as follows:

A. The bacteriostatic label claim has heen deleted in accordance with paragraph 91-1
of Subdivision G per vour requesi.

2. The verbiage “Ideal for use on. ~ which you state is considered to be a superlative,
has been revised per you instructions -

13-~ The phrase “Proven to eliminate hacteria....” Has been changed and referenced in

. the chart according to organisms.
A. The recommendation of a 2 minute wet contact time has been added.

5. The claim “virucidal™ has been qualified by designating the strain of virns on page 2
of the revised label.

6. The statement “this product kilis/ eliminates bacteria in 30 seconds has been
removed to the chart with the designated strain of bacteria, which is demonstrated
by the reviewed data, kill time of 30 seconds. Hence eliminating the broad range of
bacteria coveraze.

U/ e verbiage “DISINFECT WITH CONFIDENCE™ has been deleted from the back
panel,

Olivia D. Laird President/Owner * 501 South Lincoln Avenue, Sterling, VA 20164-2024* Phone 703/471-65%0 * Fasx TO3/4T1-6269
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B. - The names of 2l bacteria bave been itahicized per vour request.

A The statement “kills 99.9999% of bacteria in 30 seconds™ and “kitls 99.9999%
bacteria in 30 seconds™ has been redesignated according to the specific bacteria as
shown in the test data. confirmation tn this designation was confirmed in my
telephone conversation with Mr. Hayward on 2/04/03,

\/10. Each specilic specie/strain of bacteriy, fungi and/or viruses to be eliminated has

- been designated per vour recommendation.
%-54. The statement “Axen 30 ..., fowest toxicity category™ has heen deleted nonder the
Lrexding,
A2, We have deleted (he statement “Toxicity Rating: Axen 30 Disinfectant, fungicidal &
Virucidal Spray tovicity has beer evaluated and placed in ... ... Toxicity rating”
. under the Fast. Easv, Effective heading.
=213, We have deleted the specified implied safety claims per vour reguest.

L
The Fermulator's Exemption Statement (FPA FORM 8570-27) is attached per your
reguest.

Thank vou for your prompt assistance in the registintion of this product.

Sincerely.

" Olivia D. Laird

Presiddent/ Agcont
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= P 3 .
- Unrted Stnu’;‘Ir fm:::ggz geeguon Agency gm ; d
- 0. 2070-0060
VE PA Formulator's Exemption Statement Approvai expires 9-30-50
/40 CFR 1562.85)
Appircant's Name and Addraas EPA File _s_!gbolfaaw_%u Number
Product Name

Innovative Medical Services
ETI H20, 1725 Gillespie Way
EL Cajon, CA 92020

Axen 30

Date of Confidential Statemant of Formula (EPA Form 8570-4)
February 5, 2003

As an authorized rc;:rescntati?e of the applicant for registration of the product
identified above, [ hereby certify that:
(1) This product contains the following active ingredient(s):

Silver

(2) Of these, each active ingredient listed in
result of the incorporation into the product

Anhydrous Citric Acig

(a

agraph (4) is present solely as the
ng formulation or packaging ) of

another product which contains that active ingredient, which is registered under
FIFRA Section 3, and which is purchased by us from another producer. .

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for

the above identified product is attached to this statement. That formula
statement indicates, by company name, registration number, and product
name, the source of the active ingredient(s) listed in paragraph (1).

OR

O (B) The Confidential Statement of Formula (CSF) (EPA Form 85 5'0-4) refer-

contains the information required on the current CSF.

‘ | enced above and on file with the EPA is complete, current, and accurate and

(4) The foilowing active ingredients in this product qualify for the formulator’s

exemption.
Source
Active Ingredient Proguct Name Regtsiranian Numbet
Silver (ionic generated), Ag Axencnl 72977-1
CAS No. 7440-~22-4
Axenchl 728771

anhydrous Citric Acid
CAS No. 77-92-9
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DIRECTIONS FOR USE

Itis a violation of Federal Law to use this product in a manner inconsistent with its

3“65&@ 30 Disinfectant. fungicidal & Viucidal Spray s a coloriess. odoress broad spectum
. antimicrobial disinfectant and deadorizer. Proven o efiminate bacteria. fungus and viruses*
;" AXEN® 20 Disinfectant, Fungicidal & Virucidal Spray should be usod on non porous environmenial
' hord surfoces in homes  hospitals, nursing homes, medicol and dental clinics. laboratories,

ambulance and patiert franster vehicles. tuneral homes, hetels, restaurants, schools. day cate

tacilities, otffices, vetennary clinics. animai shetters, kennels, exercise facilities, beavuty and barber
. shops. subways. rains. girplanes. ships. busses and other public transportation vehicles, locker
" sooms, kifchens, restraoms and other ateas requiting control of microbicl contamination.

AXEN®D 30 Disinfectant, Fungicldal & Virucidal Spray has been termulated to disinfect hard, non
potous envilonmentad suifaces (painted. glared tile, plastic, meial. gloss. glazed poicelain) and

| Rhinovirus R37 VR-1147. Slrain 151-1:__ |10 minutes _

’i‘”

objects sych as walis, floors, counters, sinks, toilets, cabinets, ubs. showers, doorknobs. lights switch f\\a
wovers, lelephones, applicnces, stove fops, bed fiameas, wheelchains, over-bed lables. examination ?/
tables and waste containers, tables, aonad chairs, ! \i‘
Ain
(W'
FAST, EASY, EFFECTIVE J -
General information \?," ‘P
k) \ & \k
/e AXEN® 30 Disinfectant. Fungicidal & Virucidal Spray demonsfraled effective \-" N
g "u\\ali,rninction of the tollowing oraanisms under AOAC protocois: " o ¢
— o - \(/LL _ﬂk
f Organism | Kili Yime T =) "
| Pseudomonas aeruginosa ! i 30seconds I T s(/““l
| Staphylococcus aureus ! - | 30 seconds ! o
| Salmonella cholercesuis ' i 30 seconds | e
h Listena monocytogenes © —h.. 4 ... ¢, 2 30 seconds —‘;ﬂ_f ,
! Vancomvcin resistant Enferococcus faecivm 2 minutes |
I Methicillin resistant Staphylococcus aureus i 2 minutes l
| Escherichia coli 0157:H7 . 2minufes |
' Trichophyton mentagrophytes {Athlete's Foot Fungus) ! 10 minutes ff o
{ HIV type 1- Strain HILV I8 ! . | 30seconds T VT
{ Herpes Simplex Type | VR-722 F(1] Strain * ! W minute _é .
b VR-544 rain 2 } i
nftuenzg A VR-544. Hong Kong strain V10 minutes :
i
1
1

' Polio Type 2. VR-1002. Lansi~g Strain © 10 minuta:

1 Evaluated in the presence of 5% arganic soil.
2 Evalucted in the presence of 1% organic soil

Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray s effective against
Trichophyton mentagrophyfes. the Athlete’s foet fungus. Use in locker rooms. dressing reoms,
showes and balth cieas, exercise {acilifies of any other hard, nan-porous suiface.

Deodomzes: AXEMN® 30 Dismfectont, Fungicidatl & Virucidal Spray reduces annoying odors coused

Ly baclena. Use 1o conbioi odors in hospifals, nusing homes, public resiroons, animat kennels and
tarn stolls, In private homes use in the bitchen bathinom, sink rooms ano basements.

APPLICATION INSTRUCTIONS
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Suttaces that are heoevy soiled with oraanig,. maiter must be pre-cleaned pnor fo using this
product.

General Disinfection:

For general disintection and elimination of bactera such os Pseudomongs aeruginose,
Staphylococceus aureus. Salmonefla cholerasus, Lisferia monocrtogenes, Yancomycin Resistant
Friciococcus taecum (VRE) Methicillin Resistant Staphviococcus aureus (MRSAY and Escherichic
cofil 0157°H7 the surfoce must be completely wet with AXEN® 30 Disinfectant, Fungicidal &
Virucidal Spray o 2 munules. The suttace may then be wiped drv with a clegn towel.

°* Wihen used os direcied. AXEN® 30™ Disinfectant. Fungicidal & Virucidal Spray provides
prolection lrom Psevdomonos aervgmosa, Staphylococcus aweus and Salmaneila choleiasus up
ta 24 hours alted initial application. Do not clean heated suitace ofler application if 24 hour
piolection is expecled fo be maintained

Fungus Control:

for effeclive confiol of Tungus such as Tnchophyten menfagiophyles, the surfacc must be
completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The
surface may then be wiped diy with a cleon towel, Re-apoly wi = cleaning or when new grow th

apRecs,

Viral Control:

For elimmation of Herpes Simplex Type 1 F(1} Shrain Ihe$5url0r0 must be completely wel with
AXEN® 30 Disinfectant, Fungicidal & Virucida! Spray [or Einute. The surdoce may then be wiped
dry wath a clean towel. R

For the elimination of nflusnza A Virus, Hong Kong strain Rhinoviius R37 Strain 151-1. Polio Virug
Type 2 Lansing Strain the surlace must be comptetely wet with AXEN® 30 Disinfectant, Fungicidal
& Virucidal Spray for 10 minutes. The sutface may then be wiped diy with g clean towel.

Kills HIV-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body
fluids in bealth care settings {or other settings in which thete is an expected likelihood of soiting of
incnimote surfaces/objects with blood or body fluids, and in which the surfaces/obiects likely to
be soiled with blood or body ftuids can be associated with the potentiol lor fransmission of HIV):
Instructions for Cleaning and Decontamination Against HIY on pre-cleoned environmenlia!
suifacosfobijects previously sciled with blood/body fiuids: Personal Protection: When hondiing
items soilled with blood or body fluids. use appropriate barrier profection such as latex gloves,
gowns, mosks o1 eye coverings. Cleaning Procedure: 8lood und other body fluids musl be
thatoughly cleoned from surfaces andg objects betore application of this disiniectani. Centact
Time: Apply AXEN® 30 Disinfecfant, Fungicidal & Vitucidal Spray fo area 1o be freated. The
swrtace must be completely wet with AXEN® 30 Disinfectant, Fungicidal & Vinucidal Spray for 30
seconds, The surface may then be wiped dry with a ctean towel. Disposal of Infectious Materials:
Blood and aother body fluids shouid be autoclaved and disposed of according 1o federal. state
and local regulations fot infectious woste disposal.

STORAGE AND DISPOSAL

|

Storage: Do not contaminate water, food or feed by storaae or disposal.

|
Disposat: 1 Co not reuse container. Rinse thoroughly before discarding in trash or |

recycling.

iN CASE OF EMERGENCY

|
i
i
I
i

L_emergency medical reatment information.

Have the produc! container or label with you when calling a poison control center or
doctor. or going for freatment. You may also ceniact CHEMTREC 1-800-424-9300 for

e ——

Addifional language for front panel
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Eliminotes Odors

Eliminates - or — Kilis 99.9999% of Pseudomonas aervginosa, \;L
Staphylococcus aureus, Salmonefia choleraesuis, and Listeria )C
monocytogenes in 30 seconds

Eliminates — or - Kills 99.9999% of Staphylococcus aurews in 30 seconds
Eliminates - or — Kills 99.9999% of Salmonelia cholergesuis in 30 seconds
Eliminates - or = Kills 72.9999% of Listeric monocytogenes in 30 seconds
Eliminctes - or - Kills 99.9999% of Pseudompenas aeruginesa in 30 seconds
Kills 99.9999% of germs in 30 seconds* ™\

Kilis germs in 30 seconds*

Eliminates - or - Kills common household germs

Eliminates - or - Kilis common household germs including Saimonetfia,
Staphylococcus, Listeria, and E. coli.

Elir'nates - or - Kills Saimonello, Staphylococcus, Listeria, anda E. coli.
Eiiminates - or - Kills - Bacteria, Fungus and Virus®

No dulling residue

Disinfects without bleaching

No harsh chemical smell

Odoriess

Disinfects household surfaces

No Mixing Required  ~

24 hour protection** ‘rf:\

KEY: *= Refer to tabie
Aiternate language for the back panel

Eliminates — or - Kills 99.9999% of Pseudamonas aeruginosa, F A0 g
Staphylococcus aureus, Saimonelia choleraesuis, and Listeria L
monocytogenes in 30 seconds T
Eliminates - or - Kills 99.9999% of Staphyiococcus aureus in 30 seconds
Eliminates — or ~ Kills 99.9999% of Salmoneila choleraesuis in 30 seconds
Eliminaies - or - Kills 99.9999% of Lisieric monocytogenes in 30 seconds
Eliminates — or ~ Kills 99.9999% of Pseudomonaos aeruginosa in 30 seconds

Kills 99.9999% of germs in 30 seconds* \?L

Kills germs in 30 seconds* :

24 hour protection**

1

KEY: *= Refer to table

Optional graphics for back of label (graphics are larger here than they will
appear on the iabet)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

January 28, 2003

Ms. Olivia D. Laird
Consultant Agent

For

Innovative Medical Services
1725 Gillespie Way

El Cajon, California 92020

Dear Ms, Laird:

Subject: Axen 30
EPA File Symbol Number 72977-G
Application Dated: September 11, 2002

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide. Fungicide and Rodenticide Act, as amended, is unacceptable for the
following reasons:

Proposed Regquest:
. Application for new product registration

Data deficiencies:

Efficacy Review:

1. MRID Number 457572-02: The submitted efficacy data support the use of Axen
30 (EPA File Symbol 72977-G) as a disinfectant of hard, inanimate. non-porous
surfaces contaminated with Methicillin-Resistant Salmonella aureus (MRSA)
(ATCC #700698), Vancomycin-Resistant Enterococcus faecium (VRE) (ATCC
700221), Escherichia coli 0157:H7 (ATCC #43888) and/or Listeria
monocytogenes (ATCC #19111) when used with a ten-minute exposure in the
presence of a 5% organic soil load at 20°C (The report lists the stram of E. coli

e s O TS T T CR R Bl bT AT 888150 PToaT
SYMBOL was effeclive against a]l tested straigs of bacteria hfter a two- uie EXposuIg
i mesesemeanareares AT AHOUEK|HESE Sad e x'\?‘"!’é‘ﬁh'f gigduered CI'SIhg He& ’\'O‘A'C G FTTCITAl Sfff Y """"""""
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2
Products Test, they are acceptable because this product is not an aerosol spray.

MRID Number 457572-03:  The submitted data support the use of Axen 30 as a
disinfectant of hard, non-porous, inanimate surfaces that have been contaminated
with Staphylococcus aureus (ATCC 6538). Pseudomonas aeruginosa (ATCC
15442) or Salmonella choleraesuis (ATCC 10708) when used with a ten-minute
exposure in the presence of a 5% organic soil load at 20°C.

MRID Number 457572-04: The submitted data support the use of Axen 30 as a
fungicide on hard, non-porous. inanimate surfaces that have been contaminated
with Trichophyton mentagrophytes (ATCC #9533), when the product is used with
a 10-minute exposure at 20°C in the presence of a 5% organic soil load. Both lots
of the test material was effective against Trichophyton mentagrophytes (ATCC
#9533) after a 10-minute exposure.

MRID Number 457572-05: This study is not acceptable. Bacteriostatic claims
are permitted only against microorganisms identified as causing economic or
aesthetic problems (e.g., odor-causing bacteria) in the presence of moisture. but
not against microorganisms of public health concern. All data in support of
residual self-sanitizing efficacy data should include a wear component
commensurate with what is expected to be encountered during actual product use.

MRID Number 457572-06: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Influenza A virus, Hong Kong strain. (ATCC VR-544) on hard, non-parous,
inanimate surfaces with a 1% soil load and a 10-minute exposure period at room
temperature.

MRID Number 457572-07: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Human
Immunodeficiency Virus type 1. Strain HTLV-1Ilg, on hard, non-porous,
inanimate surfaces with a 5% organic soil load and a 30-second exposure period
at room temperature.

MRID Number 457572-08: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Herpes
simplex virus, type 1, (ATCC VR-733) on hard, non-porous, inanimate surfaces
with a 1% organic soil load with one and ten minute exposures at room
temperature.

MRID Number 457572-09: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Poliovirus type 2, Strain Lansing (ATCC VR-1002) on hard, non-porous,
inanimate surfaces with a 1% organic soil load with a ten minute exposure at
room temperature.
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*Inert ingredient information may be entitled to confidential treatment*
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9. MRID Number 457572-10: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Rhinovirus type 37, strain 151-1, on hard. non-porous, inanimate surfaces with a
1% organic soil load with a ten minute exposure at room temperature.

Acute toxicity:

All of the acute toxicity data submitted in support of the subject proposed product is
acceptable. The current acute toxicity database profile is as followings:

Table: Acute toxicity regulatory status of Axen® 30

Data Requirement Means of Support Status

Acute Oral Toxicity MRID 450169-01, Cited Acceptable, Tox Category IV
Acute Dermal Tox. MRID 450169-04, Cited Acceptable, Tox Category 1V

Acute Inhalation Tox. Waiver request Waived, Tox Category IV
Eye Irritation MRID 450165-01, Cited Acceptable, Tox Category IV
Skin Irritation MRID 450169-02, Cited Acceptable, Tox Category IV

Skin Sensitization MRID 450169-05, Cited Acceptable, Non-sensitizer

Product Chemistry

The Confidential Statement of Formula of Formula (CSF) dated October 3. 2002 is
acceptable with the following comments:

I.  The corrict spelling of the/J M ngredient on the CSF i/

2. The stated purpose of _citric acid on the CSF should be
_Active Ingredient.

Labeling Comments:
The following label claims are acceptable:

1. The request to add labeling claims of Axen 30 being an effective disinfectant of
hard, non-porous, inanimate surfaces contaminated with Methicillin-Resistant
Salmonella aureus (MRSA) (ATCC #700698), Vancomycin-Resistant
Enterococcus faecium (VRE) (ATCC 700221), Escherichia coli 0157:H7 (ATCC
#43888) and/or Listeria monocytogenes (ATCC #19111) are approved. The
submitted label lists the strain of E. coli as being “OH157.” The statement also
abbreviates the nomenclature of the organism. This must be changed from “E.
coli OH157" to “Escherichia coli 0157:H7".

2. The request to add label claims that Axen 30 is an effective disinfectant against
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Staphylococcus aureus (ATCC 6538), Pseudomonas aeruginosa (ATCC 15442)
or Salmonelly choleraesuis (ATCC 10708) are approved. Axen 30 is approved as
a hospital disinfectant.

The request to add labeling claims that Axen 30 is an effective fungicide on hard.
non-porous. inanimate surfaces that have been contaminated with Trichophyton
mentagrophytes (ATCC #9533) is approved.

The request to add labeling claims that Axen 30 is an effective virucide against
Influenza A virus, Hong Kong strain {(ATCC VR-544), is approved. The Agency
recognizes that the lab tested the product with a 1% soil load. Soil loads are
typically included in antimicrobial efficacy studies to obtain the designation of
being effective in the presence of organic soil. An antimicrobial agent ideatified
as a "one-step” cleaner-disinfectant. cleaner-sanitizer, or one intended to be
effective in the presence of organic soil must be tested for efficacy by the
appropriate method(s) which have been modified to include a representative
organic soil such as 5% blood serum. However. you may retain the statement that
this product was evaluated against Influenza A virus, Hong Kong strain (ATCC
VR-544). in the presence of 1% organic soil.

The request to add labeling claims of Axen 30 being an effective virucide against
Human Immuncdeficiency Virus type 1, Strain HTLV-IIl; in the presence of an
organic soil load with a 10-minute exposure is approved.

The request to add labeling claims of Axen 30 being an effective virucide against
Herpes simplex virus. type 1, ATCC Number VR-733. is approved. You may
retain the statement that this product was evaluated against Herpes simplex virus,
type 1, ATCC Number VR-733, in the presence of 1% organic soil.

The request to add labeling claims of Axen 30 being an effective virucide against
Poliovirus, type 2, ATCC VR-733. is approved. You may retain the statement
that this product was evaluated against Poliovirus, type 2. ATCC VR-733. in the
presence of 1% organic soil.

The request to add labeling claims of Axen 30 being an effective virucide against
Rhinovirus, type 37 (ATCC VR-1147, Strain 151-1), is approved. You may retain
the statement that this product was evaluated against Rhinovirus, type 37. ATCC
VR-1147, Strain 151-1, in the presence of 1% organic soil.

Unacceptable label claims:

The request to add labeling claims that Axen 30 is a bacteriostatic agent. or, that it
will inhibit, check, eliminate or otherwise stop the growth of bacteria that are
introduced to a surface that has been pre-treated with Axen 30 is denied. Again.
bacteriostatic claims are permitted only against microorganisms identified as
causing economic or aesthetic problems (e.g.. odor-causing bacteria) in the
presence of moisture, but not against microorganisms of public health concemn
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No label claims stating that this product provides residual activity against
bacteria are allowed on the product label. No labeling claims stating that this
product continues to kill or eliminate bacteria after application are allowed on the
product label. Please refer to Subdivision G, §91-2, (m).

Page 2 of the submitted tabel states that Axen 30 ... is ideal for use on ...
contamination.” Such statements are considered to be superlatives and are not
allowed on the labels of EPA registered pesticides.

Page 2 of the submitted label states: “Proven to eliminate bacteria. fungus and
viruses, contamination.”™ This statement should refer to the table under General
Information that lists the organisms that this product have been proven effective
against.

Page 3 of the submitted label states: “For general disinfection and elimination of
bacteria such as Pseudomonas aeruginosa, Staphylococcus aureus, Saimonella
choleraesuis and Listeria monocytogenes, the surface must be completely wet
with Axen 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds.” The
EPA does not allow claims of 30-second disinfections. The product label must
state that for disinfection, the treated surfaces must remain wet for twe minutes.

The submitted label describes Axen 30 as being disinfectant, fungicidal and
virucidal. According to Subdivision H, § 101-3. g. the unqualified label claim
"virucidal” is not generally acceptable. The claim "virucidal" must be qualified by
designating each specific virus against which the product has been tested and
shown to be effective.

Statements claiming that this product kills or eliminates bacteria in 30-seconds are
not allowed on the product label. This statement has not been proven for all
species of bacteria that this product has been tested against.

The statement “disinfect with confidence™ is not allowable. This could be taken
to imply that one might not have confidence in other products. EPA/OPP/AD
does not allow comparative labeling statements,

The names of all bacterial species listed on product labels should be italicized.

The statements “eliminates” or “kilis 99.99999% of bacteria in 30 seconds™, and.
“eliminates” or “kills 99.9999% of bacteria in seconds™ are not allowable. These
statements must be removed from the product label. One reason for this is that
Axen 30 was not alwayv= able to eliminate 99.9999% bacteria in 30 seconds.

The label states: Eliminates bacteria, fungus and virus. This statement is not

allowable. The statement may be used if it refers to the specific species/strains of
bacteria, fungi and/or viruses that this product was shown to eliminate.
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11.  Under the Direction For Use heading, delete the statement, “AXEN® 30
Disinfectant. Fungicidal & Virucidal Spray demonstrated toxicity that placed it in
Category IV, EPA’s lowest toxicity category.” This is a implied safety claim.

12. Under the Fast, Easy, Effective heading, delete the statement, “Toxicity Rating:
AXEN® 30 Disinfectant, Fungicdal & Virucidal Spray toxicity has been
evaluated and place in EPA toxicity Category [V -EPAs lowest toxicity rating.”
This 1s an implied Agency endorsement.

13.  Under the heading “Additional language for front of label.” delete the claims “No
irritating fumes..odors,” *No irritating perfumes,” and “Disinfects without
irritating fumes.. Odors.” These are implied safety claims.

General comments;

In the future, when submitting data/studies/reports to the Agency for review, you must
properly identify the test material used. It is understood that registrants often have products
tested before a final product name is decided. However, this can be confusing in determining the
proper test materiai identity. If the name of the test material used in the report is not exactly the
same as the registration product, please state the relationship of the test material (the same
product with a different name, a dilution of the test material. etc.) in a cover letter submitted with
the test matenal.

In addition, you must submit a copy of EPA 8570-27 (Rev. 8-95) “Formulator’s
Exemption Statement.” This form must be completely filled out, signed and dated.

Other comments:

For detailed information and consideration, refer to the enclosed EPA/AD Efficacy
review dated January 16, 2003,

Please respond within 75 days from the date of this letter stating your intentions to
comply with the information/data requests cited above. If no resubmission is received during the
75-day period, the application will be administratively withdrawn.

If you have any questions concerning this letter, please contact Adam Heyward at (703)
308-6422 or Drusilla Copeland at (703) 308-6224.

Sincerel e

7Adam Heyward
Product Manager (34)

Regulatory Management Branch II
Antimicrobials Division (7510C)
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Stabilized lonic Silver

Axen® 30

Disinfectant, Fungicide & Virucide

Disinfects and Deodorizes
Restaurants ® Hospitals ® Schools ® Homes ¢ Offices

Q® KEEP OUT OF REACH OF CHILDREN

.‘.':.

Active Ingredient e o

Silver* 0.003% g

Citric Acid 4.840% e .

Other Ingredients  95.157% H .ﬂ’i’* g T

Total 100.000% cew r 4359’4

Mangtactured by ETLRRQ . EPA£ST. N0..33977-CA-001
A Division of Innovative Medical Services - el A ilver (67 . e
1725 Gillespie Way ectrolyticaily generat ilver 1on NVl 5 gallun/l gallon/do
El Cajon, CA 92020 NEE YO, 2 8aNnl B

0z/32 02/ 1325 oz./ 4 02
evsd
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L] .e
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DIRECTIONS FOR USE

It is a viofation of Federal Law to use this product in a manner inconsistent with its labeling.

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial
disinfectant and deodorizer that continues to kill bacteria 24 hours after application. AXEN® 30 Disinfectant,
Fungicidal & Virucidal Spray demonstrated toxicity that placed it in Category 1V, EPA’s lowest toxicity category.
Proven to eliminate bacteria, fungus and viruses, AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is ideal
for use on non-porous environmental hard surfaces In homes, hospitals, nussing homes, medical and dental
clinics, laboratories, ambulance and patient transfer vehicles, funcral homes, hotels, restaurants, schools, day
care facilities, cffices, veterinary clinics, animal shelters, kennels, exercise facilities, beauty and barber shops,
subways, trains, airplanes, ships, busses and other public transportation vehicles, locker rooms, kitchens,
restrooms and other areas requiring control of microhial contamination.

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray has heen formulated 1o disinfect hard, non-porous
environmental surfaces (painted, glazed tile, plastic, metal, glass, glazed porcefain) and objects such as walls,
floors, counters, sinks, toilets, cabinets, tubs, showers, doorknobs, lights switch covers, telephones, appliances,
stove tops, bed frames, wheelchairs, over-bed tables, examination tables and waste containers, tables, and
chairs,,

FAST, EASY, EFFECTIVE
General Information

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray demonstrated effective elimination of the following
organisms under AOAC protocols:

: -4, Aﬂi‘g’iﬁism el 0 KL Time:s 25

Pseudomonas aeruginosa * 30 seconds

Staphylococcus aureus ' 30 seconds

Salmonella cholerasuis ' 30 seconds

Listeria monocytogenes ' 30 seconds

Vancomycin resistant Enterococcus faecium ' 2 minutes

Methicillin resistant Staphylococcus aureus 2 minutes

E, coli QH157 ' 2 minutes

Trichophyton mentagrophytes (Athlete’s Foot Fungus) 10 minutes -

HiV type 1- Strain HTILV LB ' 30 seconds

Herpes Simplex Type 1 VR-733 F(1) Strain ' 1 minute

Influenza A VR-544, Hong Kong strain * 10 minutes

Rhinovirus R37 VR-1147, Strain 151-1 ' 10 minutes

Polio Type 2, VR-1002, Lansing Strain ' 10 minutes
t Evaluated in the presence of 5% organic soil, E" ve
t Evaluated in the presence of 1% organic soil e

L] avw

Toxicity Rating: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray toxicity has been e\ril '5‘55\:‘1{1 p!a::r;'é.
in EPA Toxicity Category iV - EPA’s lowest toxicity rating.

L]
0..... LLE R

Residual Activity: Laboratory testing demonstrates that AXEN® 30 Disinfectant, Fungicidal & V’ruadal Spra\y .
when used as dicected, remains effective in eliminating bacteria from hard surfaces up’fcs 23 shours ar{er
application. {99.99% effective in 2 minutes) Leese
Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is effective against Tr:choph-vron
mentagrophytes, the Athlete’s foot fungus, Use in locker rooms, dressing rooms, shower and  bath o, e
exarcise facilities or any other hard, non-porovs surdface.
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Deodorizes: AXEN?® 30 Disinfecfanl, Fungicidal & Virucida! Spray reduces annoying odors caused by
hacteria. Use to control odors in hospitats, nursing homes, public restrooms, animal kenaets and barm stalls. In
private homes, use in the kilchen, bathroom, sink rooms and baserments.

APPLICATION INSTRUCTIONS

Surfaces that are heavy soiled with organic matter must be pre-<cleaned prior to using this product.

General Disinfection:

For general disinfection and elimination of bacteria such as Psevdomonas aeruginosa, Siaphylococcus aureus,
Salmonella cholerasuis and Listeria monocytogenes, the surface must be completely wet with AXEN® 30
Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surdace may then be wiped dey with a clran
towel.

Disinfection of Additional Organisms:

For disinfection where Vancomycin Resistant  Eaterococcus  faecium  (VRE), Methicillin - Resisiant
Staphylococcus aureus (MRSA) and E. coli QH157 are a concern, the surface must be completely wet with
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 2 minutes. The surface may then be wiped dry with
a ctean towel.

When used as dirccted, AXEN® 30™ Disinfectant, Fungicidal & Virucidal Spray provides continued protection
from bacteria up 1o 24 hours after initial application.

Fungus Control:

For effective control of fungus such as Trichophyton mentagraphytes, the surface must be completely wet with
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wiped dry
with a clean towel. Re-apply when cleaning or when new growth appears.

Viral Control:

For elimination of Herpes Simplex Type 1 F(1} Strain the sudace must be completely wet with AXEN® 30
Disinfectant, Fungicidal & Virucidal Spray for 1 minute. The surface may then be wiped dry with a clean
towel.

For the elimination of Influenza A Virus, Hong Kong strain, Rhinovirus R37 Strain 151-1, Polig Virus Type 2
tansing Strain the surface must be completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray
for 10 minutes. The surface may then be wiped dry with a clean towel.

Kills HIV-1 on pre<cleaned environmental surfaces/objects previously soiled with blood/body fluids in health
care seftings {or other settings in which there is an expected iiketithood of soiling of inanimate surfaces/objects
with blood or body fluids, and in which the surfaces/objects likely 1o be soiled with blood or body fluids can
be associated with the potential for transmission of HIV): Instructions for Cleaning and Decontamination
Against HIV on pre<cleaned environmental surfaces/objects previously soiled with bleod/body fluids: Personal
Protection: When handiing items soiled with blood or body fluids, use appropriate barrier protection such as
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Biood and other body fluids must be
thoroughly cleaned from surfaces and objects before application of this disinfectant. Contact Time: Apply
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The surface must be completely
wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then be
wiped dry with a clean towel. Disposal of infectious Materials: Blood and other -body fluids should be
autoclaved and disposed of according to federal, state and local regulations for infectious waste disposal. |

LAER RN
STORAGE AND DISPOSAL se o
Storage: Do not contaminate water, food or feed by storage or disposal. HT
Disposal: Do not reuse container. Rinse thoroughly before discarding in trash prraeycling.  *
* L) (LER 3 J
L2 AN NN | " (XX ] ‘.
- -
IN CASE OF EMERGENCY e
Have the product cantainer or label with you when calling a poison control cegid.qff doctor, of

going for treatment. You may also contact CHEMTREC 1-800-424-9300 for emergency megic.ah_
treatment information. ssen

] .
LI -
- e
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Additional language for front of label

Eliminates Odors

Eliminates — or - Kills 99.9999% of bacteria in 30 seconds

Eliminates — or ~ Kills 99.9999% of bacteria in seconds

Eliminates ~ or - Kills common househoid germs

Eliminates ~ or - Kills common household germs including Salmonella,
Staphylococcus, Listeria, and E. coli.

Eliminates - or - Kills Salmonella, Staphylococcus, Listeria, and E. coli.
Eliminates — or - Bacteria, Fungus and Virus

No dull residue

Disinfects without bleaching

No harsh chemical smell

Odorless

No irritating fumes - or — odors

No irritating perfumes

Disinfects without irritating fumes - or — odors

Disinfects household surfaces

No Mixing Required

Disinfect with confidence

Alternate language for the back of the label
Eliminates - or — Kills 99.9999% of bacteria in 30 seconds

Eliminates ~ or — Kills 99.9999% of bacteria in seconds
Disinfect with confidence

Optional graphics for back of label (graphics are larger here than they will appear

on the label)

KITCHEN BATHROOM segees

-
LE R E 3 2
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

January 16, 2003

. MEMORANDUM

Subject:

From:

Through:

Efficacy Review for EPA Reg. No. 72977-G / Axen 30

DP Barcode: D286172 P

lan Blackwell, Biologist Q{gm ,z o r\( / /

Efficacy Evaluation Team

Product Science Branch

Antimicrobials Division (75610C) .
— 5 dasl g 27/

Emily Mitchell, Team Leader é'y,d//; 7 / £

Efficacy Evaluation Team

Product Science Branch

Antimicrobials Division (7510C)

Adam Heyward, PM 34 / Drusilla Copeland
Regulatory Management Branch |l
Antimicrobials Division (7510C)

Applicant: ETI H,0, Inc.
Formulation From Label:
Active Ingredient(s) % by wt
Silver 0.003
Citric Acid 4.840
Inert Ingredient(s) 95.157
Total 100.000
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BACKGROUND: ETIH,0, Inc., has submitted a set of antimicrobial efficacy
studies to support the registration of their product, “Axen 30". The MRID Numbers
are 457572-02 thru 457572-10. The studies were conducted by Nelson
l.aboratories, Inc., and AppTec Laboratory Services.

These studies were primarily reviewed by the EPA contractor, DynComp Systems &
Solutions, LLC. The studies and the DynCorp report were briefly reviewed by
EET/PSB/AD scientists to assure that they met Agency guidelines.

Axen® 30 (EPA Reg. No. 72877-G), is a new, as yet unregistered, ready-to-use
product. The applicant requested to register the spray product as a disinfectant
(bactericide, virucide, fungicide) for use on hard, non-porous, inanimate surfaces,
including for use in homes, hospitals, restaurants, schools, and offices. The
applicant indicated that the product is a “me-too” end-use product. The label claims
that the product is effective against certain microorganisms in the presence of
organic soil (1% or 5%). The label further claims that the product “remains effective
in eliminating bacteria from hard surfaces up to 24 hours after application.” Studies
were conducted at Nelson Laboratories located at 6280 South Redwood Road in
Salt Lake City, Utah 84123-6600 and AppTec Laboratory Services located at 2540
Executive Drive in St. Paul, Minnesota 55120.

This data package contained EPA Form 8570-4 (Confidential Statement of
Formula), EPA Form 8570-35 (Data Matrix), nine studies (MRID Nos. 457572-02
through 457572-10), Statements of No Data Confidentiality Claims for all studies,
and the proposed label.

The reports describe studies conducted on the product, Axen® (EPA Reg. No.
72977-2; 0.0012% silver) and state that the test material was a 30 ppm solution of
Axenohl® (EPA Reg. No. 72977-1; 0.24% silver). AxenohI® is also referred to as
the 2400 or 2410 ppm concentrate. Nothing in the reports or other parts of the data
package actually states that 72977-G/Axen 30 is a 30 ppm solution of Axenohl. As
there was a question of the test material identity, the study sponsor, Dolana Blount,
was contacted. She faxed a letter to the study reviewer specifically stating that each
of the test materials used in the reports submitted (MRID Numbers are 457572-02
thru 457572-10), once diluted, was equivalent to Axen 30. The concentrate used in
these studies was Axenohl, 72877-1. (That letter is attached to this review.)

Use Directions

The product is designed to be used for disinfecting hard, non-porous, inanimate
surfaces such as walls, floors, counter tops, sinks, toilets, cabinets, tubs, showers,
doorknobs, lights switch covers, telephones, appliances, stove tops, bed frames,
wheelchairs, over-bed tables, examination tables and waste containers, tables, and
chairs. Directions on the proposed iabel provided the following information
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regarding preparation and use of the product as a disinfectant: Pre-clean surfaces
that are heavily soiled. Completely wet surfaces with the product for the label-
specified contact time (which varies depending upon the organism being targeted).
Wipe surfaces dry with a clean towel.

The proposed label directions also included special instructions for cleaning and
decontaminating against HIV-1 on pre-cleaned surfaces or objects previously soiled
with blood/body fluids.

Agency Standards for Proposed Claims

Confirmatory Efficacy Data Reguirements - “Me-Too" Applications

A “me-too” application involves an old chemical (i.e., active ingredient) that has been
previously registered for use as a pesticide and that is also the active ingredient
present in the product proposed for registration (i.e., the product for which the
current application is being submitted). DIS/TSS-5 states that products proposed
for registration that are merely dilutions of a product already registered require oniy
documentation of this identity and specific references to the supporting data
developed for the original product. DIS/TSS-5 also states that confirmatory data
must be produced when the test methodology used in support of the original
supporting efficacy data (i.e., for the old chemical) are modified to include additional
elements (e.g., organic soil load, shorter contact time). For hospital disinfectants, 10
carriers on each of two samples representing 2 different batches of product must be
tested against Saimonella choleraesuis (ATCC 10708), Staphylococcus aureus
(ATCC 6538), and Pseudomonas aeruginosa (ATCC 15442) using either the ACAC
Use-Dilution Method or the AOAC Germicidal Spray Products Test. Killing on all
carriers is required. The above Agency standards are presented in DIS/TSS-5.

Note: The proposed label for the product, Axen® 30, indicates a 30 second contact
time for Salmonella choleraesuis, Staphylococcus aureus, and Pseudomonas
aeruginosa. The last accepted label (dated June 21, 2001) for the product, Axen®,
indicates a 10 minute contact time for these three microorganisms.

Disinfectants for Use on Hard Surfaces in Hospital or Medical Environments
(Additional Microorganisms)

Effectiveness of disinfectants against specific microorganisms other than those
named in the AOAC Use-Dilution Method, AOAC Germicidal Spray Products Test,
AOAC Fungicidal Test, and AOCAC Tuberculocidal Activity Method, but not including
viruses, must be determined by either the AOAC Use-Dilution Method or the ACAC
Germicidal Spray Products Test. Ten carriers must be tested against each specific
microorganism with each of 2 product samples, representing 2 different batches. To
support products labeled as “disinfectants” for specific microorganisms (other than
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those microorganisms named in the above test methods), killing of the specific
microorganism on all carriers is required. In addition, plate count data must be
submitted for each microorganism to demonstrate that a concentration of at least
10* microorganisms survived the carrier-drying step. These Agency standards are
also presented in DIS/TSS-1.

Virycides

The effectiveness of virucides against specific viruses must be supported by efficacy
data that simulates, to the extent possible in the laboratory, the conditions under
which the product is intended to be used. Carrier methods that are madifications of , -
either the ACAC Use-Dilution Method (for liquid disinfectants) or the ACAC
Germicidal Spray Products Test (for spray disinfectants) must be used in developing
data for virucides intended for use upon dry inanimate, environmental surfaces (e.g.,
floors, tables, cleaned dried medical instruments). To simulate in-use conditions,
the specific virus to be treated must be inoculated onto hard surfaces, allowed to
dry, and then treated with the product according to the directions for use on the
product label. One surface for each of two different batches of disinfectant must be
tested against a recoverable virus titer of at least 10* from the test surface for a
specified exposure period at room temperature. Then, the virus must be assayed

by an appropriate virological technique, using a minimum of four determinations per
each dilution assayed. The calculated viral titers must be reported with the test
results. For the data to be considered acceptable, results must demonstrate
complete inactivation of the virus at all dilutions. When cytotoxicity is evident, at
least a 3-log reduction in titer must be demonstrated beyond the cytotoxic level.
These Agency standards are presented in DIS/TSS-7.

Disinfectants for Use as Fungicides (Against Pathogenic Fungi)

The effectiveness of liquid disinfectants against specific pathogenic fungi must be
supported by efficacy data derived from each of 2 product samples representing 2
different batches using the AOAC Fungicidal Test. The highest dilution that Kills all
fungal spores is the minimum effective concentration. In addition, the method
indicates that conidia of required resistance survive a 10 minute exposure at 20°C to
phenol dilution of 1:70, but not to one of 1:60. These Agency standards are
presented in DIS/TSS-6 and ACAC Method 955.17.

Alternatively, the ACAC Use-Dilution Method may be modified to conform with the
appropriate elements in the AQAC Fungicidal Test. [f the product is intended to be
used as a spray product, the AOAC Germicidal Spray Products Test must be
employed. The inoculum in the test must be modified to provide a concentration of
at least 10° conidia per carrier. Ten carriers on each of 2 product samples
representing 2 different batches must be employed in the test. Killing of the specific
pathogenic fungi on all carriers is required. These Agency standards are also
presented in DIS/TSS-6.
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IV Comments on the Submitted Efficacy Studies

1 MRID 457572-02. “AOAC Use Dilution - Carrier Confirmation,” by Shelli A.
Baxter. Study conducted at Nelson Laboratories, Inc. Study completion date —
January 10, 2002, Lab Number — 197155. Protocel Number — 200135303-01.

This study was conducted against Staphylococcus aureus (MRSA) (ATCC
700698), Enterococcus faecium (VRE) (ATCC 700221), Listeria monocytogenes
(ATCC 19111), and Escherichia coli OH157 (ATCC 43888). Two lots (Lot Nos.
2001-042-001 and 2001-005-001) of the product, Axenoh! (EPA Registration
Number 72977-1), were tested using the AOAC Use-Dilution Method as
described in the AOAC Official Methods of Analysis, 15" Edition, 1990. A 30
ppm solution of Axen® was prepared by diluting the 2410 ppm concentrate with
5% (w/w} citric acid in purified water. Equine blood serum was added to the
cuiture to achieve a 5% organic soil load. Ten (10) stainless steel penicylinder
carriers were immersed in a 48-54 hour old suspension of the test organism for
15 minutes, removed and shaken to remove excess culture, and dried for 40+2
minutes at 37+2°C. The carriers were exposed to 10 mL of the use solution at
20+0.5°C. Carriers were exposed for 30 second, 1 minute and 2 minute
intervals. Following the exposure intervals, the carriers were removed from the
use solution, shaken to remove residual product, transferred to tubes containing
LETH, and shaken thoroughly. The culture tubes were incubated at 37:2°C for
2 days and then observed for the presence or absence of visible growth.
Controls included neutralization verification, growth promotion of recovery media,
and dried carrier counts.

Note: Although the report states that the test material was a dilution of Axen,
information from the sponsor states that the test materiai was actually a dilution
of Axenohl, 72977-1.

2 MRID Number 457572-03:. “AOAC Use Dilution - Carrier Confirmation,” by
Shelli A. Baxter. Study conducted at Nelson Laboratories, Inc. Study completion
date ~ January 8, 2002. Lab Number — 184972. Protocol Number 200126906-02.

This study was conducted against Staphylococcus aureus (ATCC 6538),
Pseudomonas aeruginosa (ATCC 15442), and Salmonella choleraesuis (ATCC
10708). Two iots (Lot Nos. 2001-042-001 and 2001-005-001) of the product,
Axenohi®, were tested using the AOAC Use-Dilution Method as described in the
AOAC Official Methods of Analysis, 15 Edition, 1880. For both fots, 15 ppm, 20
ppm and 30 ppm solutions of Axenohl were prepared by diluting the 2410 ppm
concentrate with 5% (w/w) citric acid in purified water. Equine blood serum was
added to the cuiture to achieve a 5% organic soil load. Ten (10) stainless steel
cylinder carriers were immersed in a 48-54 hour old suspension of the test
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organism for 15 minutes, removed and shaken to remove excess culture, and
dried for 4042 minutes at 37+2°C. The carriers were exposed fo 10 mL of the
use solution at 20+0.5°C. Carriers were exposed for different intervals as

fotlows:
Organism Exposure Times
15 ppm Use Solution 20 ppm Use Solution 30 ppm Use Sofution
Staphylococcus | 1, 5, and 10 minutes 1, 2, and 5 minutes 30 seconds, 1 and 2
aureus minutes
Pseudomonas 1, 5, and 10 minutes 1, 2, and 5 minutes 30 seconds, 1 and 2
aeruginosa minutes
Salmonefia 1, 5, and 10 minutes 1, 2, and 5 miputes 30 seconds, 1 and 2
choleraesuis minutes

Following the exposure intervals, the carriers were removed from the use
solution, shaken to remove residual product, transferred to tubes containing
Letheen Broth, and shaken thoroughly. The culture tubes were incubated at
37+2°C for 2 days and then observed for the presence or absence of visible
growth. Controls included phenol resistance, neutralization verification, growth
promotion of recovery media, and dried carrier counts.

MRID Number 457572-04: “Fungicidal Activity of a Disinfectant” by Shelli Baxter.
Study conducted at Nelson Laborateries, Inc. Study compietion date — January
11, 2002. Laboratory Sample ID — 197157. Protocol Number — 200124703-03.

This study was conducted against Trichophyton mentagrophytes (ATCC 8533).
Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product,{ Axenohl,
were tested using the Fungicidal Activity of Disinfectants Method as described in
the AQAC Official Methods of Analysis, 17" Edition, 2000. A 30 ppm solution of
Axenohllwas prepared by diluting the 2410 ppm concentrate with 5% (w/w) citric
acid in purified water. Five mL of use solution was placed into test tubes. A
volume of 0.5 mL of the conidial suspension was placed in the first tube of use
solution and shaken. After 30 seconds, 0.5 mL of the conidial suspension was
added to a second tube. This was repeated at 30 second intervals until all tubes
were inoculated. After 30 second, 1, 2, 5, and 10 minute intervals, a sample
from each tube was removed and placed into 20 mL of glucose broth. The
cuiture tubes were incubated at 27-29°C for 10 days and then observed for the
presence or absence of visible growth. Controls included phenol resistance,
neutralization verification, growth promotion of recovery media, and sterility.

MRID Number 457572-05: “Evaluation of Axen® for Residual Activity " by Shelli
Baxter. Study conducted at Nelson Laboratories, Inc. Study completion date —
February 8, 2002. Lab Sample 1D — 187158. Protocol Number 200132009-02,
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This study was conducted against Staphylococcus aureus (ATCC 6538),
Pseudomonas aeruginosa (ATCC 15442), and Saimonella choieraesuis (ATCC
10708). Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product,
Axenohl, were tested. The report referenced the AOAC Germicidal Spray
Products as Disinfectants Method as described in the AOAC Official Methods of
Analysis, 16" Edition, 1985. A 30 ppm solution of Axenohl was prepared by
diluting the 2410 ppm concentrate with 5% (w/w) citric acid in purified water.
Eighteen glass slides per organism, per lot, per time point were prepared. One
mL of the use solution was applied to each glass slide. The use solution was
spread over the entire slide with a clean towel. AtQ, 1, 6, and 24 hours, 0.01 mL
of the test culture was transferred onto the sterile test slides and spread
uniformly over an approximate one inch by one inch area. Three slides per
organism, per lot of product, were held for 30 seconds, 1 minute, and 2 minutes.
After the exposure intervals, the slides were transferred into a bottle of lethene.
One slide per organism, per time point, was extracted by shaking manually for 1
minute. A plate count was performed in friplicate. The remaining bottles and all
plates were incubated for 48-54 hours at 3742°C and gbserved for the presence
or absence of visible growth. Contraols included neutralization verification, growth
promotion of recovery media, and initial counts.

Note: This study was conducted to support the claim that the product "remains
effective in eliminating bacteria from hard surfaces up to 24 hours after
application.” In this study, the test material was applied before the application
of the bacterial.

Note: Data were provided in triplicate (i.e., 3 data points) for both product lots,
for each organism, and for each exposure interval. Only qualitative results (i.e.,
reported as growth or no growth) were provided for testing of the product against
Lot No. 2001-005-001. Qualitative results also were provided for 2 of the 3 data
points for testing of the product against Lot No. 2001-042-001. Quantitative
resuits were provided for 1 of the 3 data points for testing of the product against
Lot No. 2001-042-001 (i.e., the data point for the slide that was subjected to
extraction).

MRID Number 457572-06: “Virucidal Efficacy of a Disinfectant for Use on
Inanimate Environmental Surfaces"” for Axen® 30, by Mary J. Miller. Study
conducted at AppTec Laboratory Services. Study completion date — January 17,
2002. Project Number — 12465.

This study was conducted against influenza A virus, Hong Kong strain (ATCC
VR-544), using Rhesus monkey kidney cells (obtained from ViroMed
Laboratories, Inc., Minneapolis, Minnesota) as the host system. Two jots (Lot
Nos. 2001-042-001 and 2001-005-001) of the product, Axenohl, were tested
according to an AppTec Laboratory Services protocol (Protocol No.
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IMS01121301.FLU, copy not provided). The product was received, ready to use,
from the applicant, and was identified as the 30 ppm use dilution of Axenoh!®, a
2400 ppm concentrate. The stock virus titer contained a 1% organic soil load
(fetal bovine serum). Films of virus were prepared by spreading 0.2 mL of virus
inocuium uniformly over the bottoms of three separate sterile glass Petri dishes.
The virus films were dried at 20.1°C in a relative humidity of 46% for 20 minutes.
For each lot of product, separate dried virus films were exposed to 2.0 mL of the
use solution at 22°C. After 10 minutes of exposure, the plates were scraped with
a cell scraper to re-suspend the contents and the virus-disinfectant mixture was
passed through a Sephadex column. The filtrate was then titered by serial
dilution in Eagles minimal essential medium (E-MEM) supplemented with 1%
heat-inactivated fetal bovine serum, 10 ug/mL gentamicin, 100 units/mL
peniciliin, and 2.5 yg/mL Fungizone. Rhesus monkey Kidney ceils were
inoculated in guadruplicate with 0.1 mL of each dilution and incubated at 36-
38°C in a humidified atmosphere of 5-7% CO,. The plates were scored
periodically for 7 days for the absence or presence of unspecified cytopathic
effects, cytotoxicity, and viability. Controls included dried virus counts,
cytotoxicity, and neutralization. Viral and cytotoxicity titers were calculated by the
method of Spearman Karber.

MRID 457572-07. “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces” for Axen® 30, by Mary J. Miller. Study conducted at
AppTec Laboratory Services. Study completion date — December 20, 2001.
Project Number — 12305,

This study was conducted against Human Immunodeficiency Virus Type 1,
Strain HTLV-Illy; (obtained from Advanced Biotechnologies, Inc., Columbia,
Maryland), using MT-2 cell cultures (human CD4+ lymphocytes; propagated in-
house; originally obtained from the National Cancer Insfitute, Frederick,
Maryland) as the host system. No ATCC Number was provided for this strain of
HTLV-lI. Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product,
Axenchl, were tested according to an AppTec Laboratory Services protocol
(Protocol No. IMS88111501.HIV, copy not provided). The product was received,
ready to use, from the applicant, and was identified as the 30 ppm use dilution of
Axenohl®, a 2400 ppm concentrate. The stock virus titer contained a 5% organic
soil load (fetal bovine serum). Films of virus were prepared by spreading 0.2 mL
of virus inoculum uniformly over the bottoms of three separate sterile glass Petri
dishes. The virus films were air-dried at 17°C for 20 minutes, then incubated at
36-38°C for an additional 30 minutes. For each lot of product, separate dried
virus films were exposed to 2.0 mL of the use soluticn at 17°C. After 30 seconds
of exposure, the plates were scraped with a cell scraper to re-suspend the
contents and the virus-disinfectant mixture was passed through a Sephadex
column. The filtrate was then titered by serial dilution in RPMI 1640
supplemented with 15% (v/v) heat-inactivated fetal bovine serum, 2 mM L-
giutamine, and 50 pg/mL gentamicin. MT-2 cells were inoculated in
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quadruplicate with 0.2 mL of each dilution and incubated at 36-38°C in a
humidified atmosphere of 5-7% CO,. The plates were scored periodically for 8
days for the absence or presence of unspecified cytopathic effects, cytotoxicity,
and viability. Controls included cytotoxicity, dried virus controls, and
neutralization. Viral and cytotoxicity titers were calculated by the method of
Spearman Karber.

MRID 457572-08: "Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces” for Axen® 30, by Mary J. Miller. Study conducted at
AppTec Laboratory Services. Study completion date — February 12, 2002.
Project Number 12609.

This study was conducted against Herpes simplex virus type 1 (ATCC VR-733,
F(1) Strain), using rabbit kidney cells {(cbtained from ViroMed Laboratories, Inc.,
Minneapolis, Minnesota) as the host system. Two lots (Lot Nos. 2001-042-001
and 2001-005-001) of the product, Axen®, were tested according to an AppTec
Laboratory Services protocol {Protocol No. IMS01011002.HSV, copy not
provided). The product was received, ready to use, from the applicant, and was
identified as the 30 ppm use dilution of Axenohl®, a 2400 ppm concentrate. The
stock virus titer contained a 1% organic soil load (fetal bovine serum). Films of
virus were prepared by spreading 0.2 mL of virus inoculum uniformly over the
bottoms of six separate sterile glass Petri dishes. The virus films were dried at
10°C in a relative humidity of 50% for 25 minutes. For each iot of product,
separate dried virus films were exposed to 2.0 mL of the use solution at 24°C.
After both 1 minute and 10 minute exposures, the plates were scraped with a cell
scraper to re-suspend the contents and the virus-disinfectant mixtures were
passed through a Sephadex column. The filtrate was then titered by serial
dilution in Eagles minimal essential medium (E-MEM) supplemented with 5%
heat-inactivated fetal bovine serum, 10 pg/mL gentamicin, 100 units/mL
peniciilin, and 2.5 ug/mL Fungizene. Rabbit kidney cells were inoculated in
quadruplicate with 0.1 mL of each dilution and incubated at 36-38°C in a
humidified atmosphere of 5-7% CO,. The plates were scored periodically for 7
days for the absence or presence of unspecified cytopathic effects, cytotoxicity,
and viability. Controls included cytotoxicity, dried virus controls, and
neutralization. Viral and cytotoxicity titers were calculated by the method of
Spearman Karber.

MRID Number 457572-09: “Virucidal Efficacy of a Disinfectant for Use on
Inanimate Environmental Surfaces” for Axen® 30, by Mary J. Miller. Study
conducted at AppTec Laboratory Services. Study completion date — February
12, 2002. Project Number — 12608.

This study was conducted against Poliovirus type 2 (ATCC VR-1002, Strain
Lansing), using Vero cells (obtained from ViroMed Laboratories, Inc.,
Minneapolis, Minnesota) as the host system. Two lots (Lot Nos. 2001-042-001
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and 2001-005-001) of the product, Axenohi, were tested according to an AppTec
Laboratory Services protocol (Protocol No. IMS01011002.POL, copy not
provided). The product was received, ready to use, from the applcant, and was
identified as the 30 ppm use dilution of Axenohi, a 2400 ppm concentrate. The
stock virus titer contained a 1% organic soil load (fetal bovine serum). Films of
virus were prepared by spreading 0.2 mL of virus inoculum uniformly over ihe
bottoms of six separate sterile glass Petri dishes. The virus films were dried at
10°C in a relative humidity of 50% for 25 minutes. For each lot of product,
separate dried virus films were exposed to 2.0 mL of the use solution at 23°C.
After both 1 minute and 10 minute exposures, the plates were scraped with a cell
scraper to re-suspend the contents and the virus-disinfectant mixtures were
passed through a Sephadex column. The filtrate was then titered by serial
dilution in Eagles minimal essential medium (E-MEM) supplemented with 5%
heat-inactivated fetal bovine serum, 10 pg/mL gentamicin, 100 units/mL
penicillin, and 2.5 ug/mL Fungizone. Vero cells were inoculated in quadruplicate
with 0.1 mL of each dilution and incubated at 36-38°C in a humidified
atmosphere of 5-7% CO,. The plates were scored periodically for 7 days for the
absence or presence of unspecified cytopathic effects, cytotoxicity, and viability.
Controls included cytotoxicity, dried virus controis, and neutralization. Viral and
cytotoxicity titers were calculated by the method of Spearman Karber.

MRID Number 457572-10: “Virucidal Efficacy of a Disinfectant for Use on
inanimate Environmental Surfaces” for Axen® 30, by Mary J. Miller. Study

conducted at AppTec Laboratory Services. Study completion date — February
12, 2002.

This study was conducted against Rhinovirus type 37 (ATCC VR-1147, Strain
161-1), using MRC-5 cells (human embryonic lung cells; obtained from ViroMed
Laboratories, Inc., Minneapolis, Minnesota) as the host system. Two lots (Lot
Nos. 2001-042-001 and 2001-005-001) of the product, Axenohl, were tested
according to an AppTec Laboratory Services protocol (Protocol No.
IMS01010402.R37, copy not provided). The product was received, ready to use,
from the applicant, and was identified as the 30 ppm use dilution of Axenohl®, a
2400 ppm concentrate. The stock virus titer contained a 1% organic soil load
(fetal bovine serum). Films of virus were prepared by spreading 0.2 mL of virus
inoculum uniformly over the bottoms of three separate sterile glass Petri dishes.
The virus films were dried at 10.1°C in a relative humidity of 51% for 25 minutes.
For each lot of product, separate dried virus films were exposed to 2.0 mL of the
use solution at 22°C. After 10 minutes of exposure, the plates were scraped with
a cell scraper to re-suspend the contents and the virus-disinfectant mixture was
passed through a Sephadex column. The fiitrate was then titered by serial
dilution in Eagles minimai essential medium (E-MEM) supplemented with 10%
heat-inactivated fetal bovine serum, 10 ug/mL gentamicin, 100 units/mL
penicillin, and 2.5 ug/mL Fungizone. MRC-§ cells were inoculated in
quadruplicate with 0.1 mL of each dilution and incubated at 31-35°C in a
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humidified atmosphere of 5-7% CO,. The piates were scored periodically for 7
days for the absence or presence of unspecified cytopathic effects, cytotoxicity,
and viability. Controls included cytotoxicity, dried virus controls, and
neutralization. Viral and cytotoxicity titers were calculated by the method of
Spearman Karber.
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V Results

Table 1. Antibacterial Activity of Axen Against Sfaphylococcus aureus (MRSA),
Enterococcus faecium (VRE), Listeria monocytogenes and Escherichia coli 0157:H7,

MRID Crganism Exposure No. Exhibiting Growth/Total No. Dried Carrier
Number Time Tested Counts
(CFU/carrier)
Lot No. 2001- Lot No. 2001-
042-001 005-001
457572-02 | Staphylococcus | 30 sec. 9/10 9/10 1x10°
aureus (MRSA) ]
1 min, 7/10 7110
2min. 0/10 0/10
Enterococous 30 sec. 0/10 2110 1% 104,
faecium (VRE) : 1x 10°
1 min. 1/10 110
2 min. 0/10 010
Listeria 30 sec. v~ 0/10 0/40 1 x10*
monocytogenes
" 1 min. 0/10 0/10
2 min. 0/10 010
Escherichia cofi | 30 sec. 1710 0110 1% 104,
0157:H7 1x 10°
1 min. 0/10 110
2 min. 0110 oo S
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Table 2. Test of 30 ppm Dilution of Axenoht Against Three Species of Bacteria

‘Axenohl Against Three Species of Bacteria

MRID Organism Exposure | No. Exhibiting Growth/Totai No. | Microbes Initially
Number Time Tested Present
(CFU/mL) at 30
Lot No. 2001- | Lot No. 2001- ppm
042-001 005-001
45757203 | Staphyiococcus | 30 sec. 0/10 0/10 1x10°,
aureus 1x10%
1 min, oMo 010
2 min. 0/10 0/10
Pseudomonas 30 sec. 0/10 0/10 1 x 10%,
aeruginosa 1x10°
1 min. 0/10 0/10
2 min. 0/10 oMo
Salmoneila 30 sec. 010 0/10 1x10°
choleraesuis .
1 min. 0/10 0/10
2 min, 0/10 0/10

Note: Results were also reported for a 15 and 20 ppm use solution of the product for
Staphylococcus aureus, Pseudomonas aeruginosa, and Salmonella choleraesuis. See
MRID No. 457572-03.

Table 3. Test of a 30 ppm Dilution of Axen Against Trichophyton mentagrophytes

Axen Against Trichophyton mentagrophytes

MRID Crganism Exposure Number Exhibiting Growth/ Viability
Number Time Total Number Tested {conidia/mL)
Lot No. 2001- | Lot No. 2001-
042-001 005-001
457572-04 | Trichophyton 30 sec 59/60 60/60 1.2x 10"
mentagrophytes
1 min. 58/60 60/60
2 min. 54/60 57/60
5 min. 11/60 10/60
10 min. 0/60 6/60
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Table 4. MRID Number 457572-05:;

Residual Bactericidal Activity of Axen

Organism Exposure % Reduction/ Microbes

Time Lot No, 2001-042-001 Initially

Present

(CFU/mL) at

0 Hour 1 Hour | 6Hours | 24hours | g 1, 6 24

Hours

Staphylococcus 0.5 min. 98.7 99.8 89.993 89.6 7.7 %10°
aureus 7.7 x10°
1 min. 99,99 99.84 99.997 99.96 32x10°

32x10°

2 min, 99,08 99.97 99.896 99.89

Salmonesifa 0.5 min, 64 994 81 83 11 x 408
choleraesuis ‘ 1.1 x 10°
1 min. 99.5 98.997 89 a3 3.4 x 10°

4

2 min. 99.99 | 99.996 997 | »99.997 | 34x10

Pseudomonas 0.5 min. 09 99.7 74 >99.998 | 57y 10°
aeruginosa ) 9.8 57 x 101
min. 9.8 89 99.93 99.990 42 x 10°

2 min. 99.99 99.9 9997 | >99.908 | 4.2x10°
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Table 5, Virucidai Efficacy of Axen at 30 ppm.

MRID Organism Results Oried Virus
Number Control
Lot No. 2001- | Lot No. 2001-
042-001 005-001

457572-06 | Influenza A 10" to 10% Complete Complete |l
virus, strain dilutions inactivation inactivation TCID;/0.1 mL
Hong Kong S5

TCID./0.1 mL <10° £100%

457572-07 | Human 107 Cytotoxicity Cytotoxicity 1052
Immt_mo- present present TCID,/0.2 mL
deficiency »

dilutions inactivation inactivation
TCIDg/0.2 mL 510" $10'*
Log reduction 23.75 logye 23.75 log,,

457572-08 | Herpes 10" to 10°® Complete Complete 10%° TCID;y/0.1
simplex virus dilutions inactivation inactivation mL

Contact type 1 5

Tienie: 1 il TCIDg/0.1 mL <10 $10%3

457572-09 | Poliovirus 10 t0 10° Complete Complete 10%% TCID,/C.1
type 2, strain dilutions inactivation inactivation mi

Contact Lansing

Time: 10 TCID,/0.1 mL <10%* <10°®

minutes.

457572-10 Rhinovirus 10" to 107 Complete Complete 10°° TCID4/0.1
type 37, dilutions inactivation inactivation mL
strain 151-1

TCID4/0.1 mL £10%° £10%®
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VI Conclusiens

1

MRID Number 457572-02; The submitted efficacy data support the use of Axen
30 (EPA File Symbol 72977-G) as a disinfectant of hard, inanimate, non-porous
surfaces contaminated with Methicillin-Resistant Saimonella aureus (MRSA)
(ATCC #700698), Vancomycin-Resistant Enferccoccus faecium (VRE) (ATCC
700221), Escherichia coli 0157:H7 (ATCC #43888) and/or Listena
monocytogenes {(ATCC #19111) when used with a ten-minute exposure in the
presence of a 5% organic soil load at 20°C. (The report lists the strain of E. cofi
tested as OH157. The correct strain for ATCC # 43888 is 0157:H7.) The
product was effective against all tested strains of bacteria after a two-minute
exposure. Although these studies were not conducted using the ACAC
Germicidal Spray Products Test, they are acceptable because this product is not
an aeroso] spray.

MRID Number 457572-03: The submitted data support the use of Axen 30 as
a disinfectant of hard, non-porous, inanimate surfaces that have been
contaminated with Staphylococcus aureus (ATCC 6538), Pseudomonas
aeruginosa (ATCC 15442) or Saimonella choleraesuis (ATCC 10708) when used
with a ten-minute exposure in the presence of a 5% organic soil load at 20°C.

MRID Number 457572-04. The submitted data support the use of Axen 30 as a
fungicide on hard, non-porous, inanimate surfaces that have been contaminated

. with Trichophytonn mentagrophytes (ATCC #9533), when the product is used with

a 10-minute exposure at 20°C in the presence of a 5% organic soil load. Both
lots of the test material were effective against Trichophyton mentagrophytes
(ATCC #9533) after a 10-minute exposure.

MRID Number 457572-05: This study is not acceptable. Bacteriostatic claims
are permitted only against microorganisms identified as causing economic or
aesthetic problems (e.g., odor-causing bacteria) in the presence of maisture, but
not against microorganisms of public health concern. All data in support of
residual self-sanitizing efficacy data should include a wear component
commensurate with what is expected to be encountered during actual preduct
use. ;

MRID Number 457572-06: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Influenza A virus, Hong Kong strain, (ATCC VR-544) on hard, non-porous,
inanimate surfaces with a 1% soil load and a 10-minute exposure period at room
temperature.
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Vil

MRID Number 457572-07. The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Human
Immunodeficiency Virus type 1, Strain HTLV-lllg, on hard, non-porous, inanimate
surfaces with a 5% organic soil load and a 30-second exposure period at room
temperature.

MRID Number 457572-08: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Herpes
simplex virus, type 1, (ATCC VR-733) on hard, non-porous, inanimate surfaces
with a 1% organic soil load with one and ten minute exposures at room
temperature.

MRID Number 457572-09: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Poliovirus type 2, Strain Lansing (ATCC VR-1002) on hard, non-porous,
inanimate surfaces with a 1% organic soil load with a ten minute exposure at
room temperature.

MRID Number 457572-10: The submitted efficacy data support the use of the
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against
Rhinovirus type 37, strain 151-1, on hard, non-porous, inanimate surfaces with a
1% organic soil load with a ten minute exposure at room temperature.

Recommendations

We ask that whenever the registrant submits data/studies/reports to PSB/AD for
review, they properly identify the test material used. It is understood that
registrants often have products tested before a final product name is decided on.
However, it wastes much valuable time for reviewers to have to determine the
proper test material identity when it is something that should be one of the most
basic parts of a data submission. If the name of the test material used in the
report is not exactly the same as the registration product, the registrant may
state the relationship of the test material (the same product with a different
name, a dilution of the test material, etc.) in a cover letter submitted with the test
material.

The request to add labeling claims of Axen 30 being an effective disinfectant of
hard, non-porous, inanimate surfaces contaminated with Methicillin-Resistant
Salmonella aureus (MRSA) (ATCC #700698), Vancomycin-Resistant
Enterococcus faecium (VRE) (ATCC 700221}, Escherichia coli 0157:H7 (ATCC
#43888) and/or Listeria monocytogenes (ATCC #19111) is approved. The
submitted label lists the strain of E. coli as being “OM157". The statement also
abbreviates the nomenclature of the organism. This should be changed from “£E.
coli OH157" to “Escherichia coli 0157:H7".
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The request to add label claims that Axen 30 is an effective disinfectant against
Staphylococcus aureus (ATCC 6538), Pseudomonas aeruginosa (ATCC 15442)
or Salmonelia choleraesuis (ATCC 10708) is approved. Axen 30 is approved as
a hospital disinfectant.

The request to add labeling claims that Axen 30 is an effective fungicide on hard,
non-porous, inanimate surfaces that have been contaminated with Trichophyton
mentagrophytes (ATCC #9533) is approved.

The request to add labeling claims that Axen 30 is a bacteriostatic agent, or, that

it will inhibit, check, eliminate or otherwise stop the growth of bacteria that are
introduced to a surface that has been pre-treated with Axen 30 is denied.

Again, bacteriostatic claims are permitted only against microorganisms identified

as causing economic or aesthetic problems (e.g., odor-causing bacteria) in the
presence of moisture, but not against microorganisms of public health concern.

No label claims stating that this product provides regsidual activity against
bacteria are allowed on the product label. No labeling claims stating that this
product continues fo Kill or eliminate bacteria after application are allowed on the
product label. Please refer to Subdivision G, §391-2, (m).

The request to add labeling claims that Axen 30 is an effective virucide against
Influenza A virus, Hong Kong strain (ATCC VR-544), is approved. PSB/AD
recognizes that the |ab tested the product with a 1% soil load. Soil loads are
typically included in antimicrobial efficacy studies to obtain the designation of
being effective in the presence of organic soil. An antimicrobial agent identified
as a "one-step” cleaner-disinfectant, cleaner-sanitizer, or one intended to be
effective in the presence of organic soil must be tested for efficacy by the
appropriate method(s) which have been modified to include a representative
organic soil such as 5% biood serum. However, the registrant rmay retain the
statement that this product was evaluated against Influenza A virus, Hong Kong
strain (ATCC VR-544), in the presence of 1% organic soil.

The request to add labeling claims of Axen 30 being an effective virucide against
Human Immunodeficiency Virus type 1, Strain HTLV-lllg in the presence of an
organic soil load with a 10-minute exposure is approved.

The request to add labeling claims of Axen 30 being an effective virucide against
Herpes simplex virus, type 1, ATCC Number VR-733, is approved. The
registrant may retain the statement that this product was evaluated against
Herpes simplex virus, type 1, ATCC Number VR-733, in the presence of 1%
organic soil.
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9 The request to add labeling claims of Axen 30 being an effective virucide against
Poliovirus, type 2, ATCC VR-733, is approved. The registrant may retain the
statement that this product was evaluated against Poliovirus, type 2, ATCC VR-
733, in the presence of 1% organic soil.

10 The request to add labeling claims of Axen 30 being an effective virucide against
Rhinovirus, type 37 (ATCC VR-1147, Strain 151-1), is approved. The registrant
may retain the statement that this product was evaluated against Rhinovirus,
type 37, ATCC VR-1147, Strain 151-1, in the presence of 1% organic soil.

11 Page 2 of the submitted label states that Axen 30 “... is ideal for use on ...
contamination.” Such statements are considered to be superlatives and are not
allowed on the labels of EPA registered pesticides.

12 Page 2 of the submitted label states: “Proven to eliminate bacteria, fungus and
viruses, ...contamination.” This statement should refer to the table under
General Information that lists the organisms that this product have been proven
effective against.

13 Page 3 of the submitted label states: “For general disinfection and elimination of
bacteria such as Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella
choleraesuis and Listena monocytogenes, the surface must be completely wet
with Axen 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds.” The
EPA does not allow claims of 30-second disinfections. The product label must
state that for disinfection, the treated surfaces must remain wet for two minutes.

14 The submitted label describes Axen 30 as being disinfectant, fungicidal and
virucidal. According to Subdivision H, § 101-3, g, the unqualified [abe! claim
"virucidal" is not generally acceptable. The claim "virucidal" must be qualified by
designating each specific virus against which the product has been tested and
shown to be effective.

15 Statements claiming that this product kills or eliminates bacteria in 30-seconds
are not aliowed on the product iabel. This statement has not been proven for afi
species of bacteria that this product has been tested against.

16 The statement “disinfect with confidence” is not allowable. This could be taken
to imply that one might not have confidence in other products. EPA/OPP/AD
does not allow comparative labeling statements.

17 The names of ali bacterial species listed on product labels should be italicized.

18 The statements “eliminates” or “kills 99.99989% of bacteria in 30 seconds”, and,
“eliminates” or “kills 89.9899% of bacteria in seconds” are not allowable. These
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statements must be removed from the product ilabel. One reason for this is that
Axen 30 was not always able to eliminate 99.9993% bacteria in 30 seconds.

18 The label states: Efiminates bacteria, fungus and virus. This statement is not
allowable. The statement may be used if it refers to the specific species/strains
of bacteria, fungi and/or viruses that this product was shown te eliminate.
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PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

December 31, 2002

MEM NOUM

Subject: Data Package D286176
Axen® 30, EPA File Symbol 72977-G

From: Wallace Powell, Biologist WOM

Product Science Branch I2-Bl-0F
Antimicrobials Division {7510C)

Through: Karen P. Hicks, Team Leader ]L}) ﬁ
Chemistry/Toxicology Team

Product Science Branch
Antimicrobials Division (7510C) { , ( ’ai

Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division {7510C)

To: Adam Heyward, Product Manager, Team 34
Drusilla Copeland, Team Reviewer, Team 34
Regulatory Management 8ranch 11
Antimicrobials Division (7510C)

BACKGROUND

The applicant, ET1 H20, Inc. (as represented by an agent), has submitted a package for
registration of the subject product, Axen® 30. The product is labeled as & hard surface
disinfectant spray containing the active ingredients silver {(as electrolytically generated
ions, 0.003 percent of the formulation by weight} and citric acid (4.84 percent by weight).
The product is a pump spray {rather than an aerosol spray), as confirmed to Wallace
Powell of Product Science Branch (PSB) in a 12/30/2002 telephone conversation with Olivia
Laird of Laird’s Regulatery Consultants, Inc., agent for the applicant; and as confirmed by
the absence of any apparent propeliant in the product statement of formula. For acute orat
and acute dermal toxicity, skin irritation, and skin sensitization, the applicant is citing
studies previously accepted for Axenohl®, EPA Registration N¢. 72977-1. For acute
inhalation toxicity, the applicant is reguesting a waiver based on a waiver justification that
supported a previous waiver for Axen*, EPA Reg. No. 72977-2. For eye irritation, the
applicant is citing a study previously accepted for Axen®. As noted below, these acute
inhalation toxicity and eye irritation data citations are amended ones, as the applicant’s
original citations for these two requirements appeared faulty and have since been amended
ina12/30/2002 letter.
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DISCUSSION AND RECOMMENDATION

Acute oral, acute dermal toxicity, skin irritation and sensitization

The study citations for acute oral and acute dermal toxicity, skin irritation, and skin
sensitization are acceptable. The study MRIDs are listed in the table beiow (“Acute toxicity
regulatory status of Axen® 30”), The studies were conducted on Axenohl® (EPA Reg. No.
72977-1), which has similar components but is much more concentrated than Axen® 30
and can be considered useful as a worst-case comparison substance. The studies were
accepted by PSB (02/03/2001 review, Data Package D270802) in support of Tox Category
1V for these five acute effects,

Eve irritation and acute inhaiation toxicity

On 12/30/2002, Waliace Powell of PSB made a telephone call to Olivia Laird, consultant for
ETI HZ0, to let her know that the eye irritation and acute inhalation data citations in the
applicant’s 08/21/2002 Data Matrix were not applicable. (The MRID entries correspond to
Product Chemistry data.) After the phone call, Ms. Laird submitted a 12/30/2002 letter by
Fax to indicate the intention to rely on the same eye irritation and acute inhalation data
support that had previously been accepted for Axen®, EPA Reg. No, 72977-2. For eye
irritation, that support was in the form of a submitted study, MRID 450165-01, conducted
on Axen® and accepted by PSB on 05/08/2000 (Data Package D263138) in support of Tox
Category IV, For acute inhalation toxicity, that support was in the form of 2 waiver request
which was accepted by PS8 on 06/21/2001 (Data Package D274823), The reasons for the
acute inhalation waiver can essentially be restated as follows on behaif of Axen® 30
because of its close similarity to Axen®;

e Based on product formulation, the acute toxicity of Axen® 30 is expected to be
similar to what the cltric acid component would be, at its concentration of 4.8%.
This is far less than the concentration which the Citric Acid Reregistration Eligibility
Document (RED) characterizes as miid with respect to systemic acute toxicity for
any expected exposures from pesticide uses. (The Citric Acid RED cites no MRIDs in
this regard, so data compensation is not applicable.)

e Based on studies conducted on the applicant’s:Axenohl® (EPA Reg. No. 72977-1,
having similar components but much more concentrated than Axen® 30) - which
were accepted by PSB in support of Tox Category 1V for acute oral and acute dermat
toxicity and skin irritation (02/03/2001 PSB review, Data Package D270802) - the
acute effects of Axen® 30 are generally expected to be quite mild.

# Although there is some potentlal for inhalation exposure, it is not expected to be
great: no aerosol appiication appears on the product label, and the product is not
expected to be significantly volatile. Though this is not sufficient waiver justification
in itself, it is somewhat meaningful in refation to the above comments.

PSB considers Axen® (EPA Registration No. 72977-2) and Axen® 30 to be substantially
similar to each other, such that acute toxicity and irritation data accepted for the one
product can be accepted for the other. Although the silver concentration in Axen® 30 is
0.003 percent, versus the 0.0012 percent in Axen®, this would make little if any practical
difference in acute toxicity or irritation ievels, because these minuscule siiver
concentrations are not of significant cencern in regard to acute effects.

Therefore, the eye irritation and acute inhalation data support proposed in Ms. Laird’s
12/30/2002 letter are acceptabie. (If the Product Manager requires a resubmitted Data
Matrix form with entries for eye irritation MRID 450165-01 and acute inhalation Waiver
Reguest, the revised form would not need PSB review.)
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Summary
The acute toxicity regulatory profile is listed in the following table.

Table: Acute toxicity regulatory status of Axen® 30

pp
Acute Qral Toxicity MRID 450169-01, Cited Acceptable, Tox Category 1V
Acute Dermal Tox. MRID 450169-04, Cited Acceptable, Tox Category IV
Acute Inhalation Tox, Waiver request Waived, Tox Category IV
Eye Irritation MRID 450165-01, Cited Acceptable, Tox Category IV
Skin Irritation MRID 450169-02, Cited Acceptable, Tox Category 1V
Skin Sensitization MRID 450169-05, Cited Acceptable, Non-sensitizer

Product Labeling

No first aid statements are required in the proposed labei draft label. (No identifier date
was found, but the label appears to be part of the 10/03/2002 submission package.)

The proposed human-hazard precautionary {abeling (limited to the child-hazard warning
and the signal word CAUTION) are acceptable except that the following statements should
be deleted:

e Under the DIRECTIONS FOR USE heading, delete the statement, "AXEN® 30
Disinfectant, Fungicidal & Virucida! Spray demonstrated toxicity that placed it in
Category IV, EPA‘s lowest toxicity category.” This may be considered an implied
safety claim. (Also, strictly speaking, this product is not the one that
“demonstrated” Category 1V toxicity.)

e Under the FAST, EASY, EFFECTIVE heading, delete the statement, “Toxicity Rating:
AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray toxicity has been evaluated and
placed in EPA Toxicity Category IV - EPA’s lowest toxicity rating.” This may be
considered an impfied Agency endorsement.

e Under the heading “Additional language for front of label,” delete the claims “"No
irritating fumes ... odors,” “No irritating perfumes,” and “Disinfects without irritating
furmes ... odors.” These may be considered implied safety claims.

Although these opinions about an “implied Agency endorsement” and “implied safety

claims” might be deemed beyond the scope of a PSB review, note that they are based on
consultation with one of the Product Managers.
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AND TOXIC SUBSTANCES

June 21, 2001

MEMORANDUM

Subject: D274823
AXEN, EPA File Symbol 72877-E

From:  Wallace Powell, Biologist WJ)
Product Science 8ranch _
Antimicrobials Division (7510C) 0¢ 4= 0}

Thru: Karen P. Hicks, Team Leader :(/J
Chemistry/Toxicology Team ’
Product Science Branch @« /0!
Antimicrobials Division (7510C) L [ 1

Michele E. Wingfietd, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindell, Product Manager, Team 33
,Martha Terry, Team Reviewer, Team 33
Regulatory Management Branch I
Antimicrobials Division (7510C)

BACKGROUND

The applicant, ETI H,0, Inc. (as represented by an agent), has submitted a package
for registration of the subject product, AXEN. The package includes requests for
waiver of acute oral toxicity, acute dermal toxicity, acute inhalation toxicity, skin
irritation, and skin sensitization data. The acute inhalation waiver requests is
accompanied by a submitted rationale. The other four waiver requests are
accompanied by citation of the agency's Citric Acid Reregistration Eligibility Decision
(RED) document. For the eye irritation requirement, a study on AXEN (MRID
450165-01) was previously accepted.

AXEN is labeled as a hard surface disinfectant pump spray product containing the

active ingredients silver (as ions, 0.0012% of the formulation by weight) and citric
acid (4.84% of the formulation by weight),
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RECOMMENDATION

Eye irritation

Eye irritation has been assigned to Category IV, based on MRID 450165-01 (refer
to 05/08/00 Product Science Branch memorandum, Data Package D263138).

Acute oral and acute dermal_toxicity, skin irritation

The applicant has cited the Citric Acid RED to support these data requirements,
Based on the product formulation, the acute toxicity and skin irritation of AXEN is
expected to be similar to what the citric acid component would be, at its
concentration of 4,8%. This is far less than the concentration which the Citric Acid
RED characterizes as mild with respect to systemic acute toxicity. Therefore,
Product Science Branch (PSB) recommends Category IV for acute oral and acute
dermal toxicity.

The RED characterizes technical grade citric acid as a moderate skin irritant.
However, because 4.8% is far less concentration than technical grade and because
the submitted eye irritation study for AXEN indicates eye irritation Category 1V, skin
irritation Category IV is also expected.

As further support for Category IV, note that in a 03/15/01 agency letter, the
applicant's other product Axehnol (EPA File Symbol 72977-R) was assigned Toxicity
Category IV for acute oral and acute dermai toxicity and for skin irritation, based on
submitted studies (refer to 02/03/01 PSB memorandum, Data Package D270802).
AXEN has similar components but is far less concentrated than Axehnol.

Skin sensitization

PSB recommends classification of AXEN as Non-sensitizer. The applicant has cited
the Citric Acid RED document, which of course indicates no concern regarding skin
sensitization for that chemical. The smalf set of additionat chemicals in AXEN are
not expected to add significant skin sensitization potentiai at the concentrations
present.,

Acute inhalation toxicity

The request for waiver of acute inhalation toxicity data is acceptable, for the
following reasons.

e Based on the product formulation, the acute toxicity of AXEN is expected to be
similar to what the citric acid component would be, at its concentration of
4.8%. This is far less than the concentration which the Citric Acid RED
characterizes as mild with respect to systemic acute toxicity.

e Based on the Category IV data mentioned above for Axehnot (EPA File Symbol
72977-R), which is more concentrated than AXEN, the acute toxicity of AXEN
is expected to be quite mild.
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e Although some inhalation exposure is expected, it is not expected to be
particularty great, as the applicant points out. (No aerosol application appears
on the label, and the product is not expected to be highly volatile.) This of
course is not sufficient waiver justification in itself, but it is somewhat

meaningful in association with the above comments.

Summary

An acute toxicity regulatory status for the subject product is summarized in the

following tabie.

Acute Oral Toxicity

Walver request and RED citation

Waived/ IV

Acute Dermal Toxicity

Waiver request and RED citation

Waived/ IV

Acute Inhalation Tox.

Waiver request and RED citation

Waived/ IV

Eye Irritation

Previously submitted study,
MRID 450165-01

Acceptabte/ IV

Skin Irritation

Walver request and RED citation

Waived/ IV

Skin Sensitization

Waiver request and RED citation

Waived/ Non-sensitizer

Product Labeling

The human-~hazard precautionary statements on the proposed product labej
identified as “revision May 2, 2001,” are acceptable. (They are "KEEP QUT OF
REACH OF CHILDREN” and "CAUTION".) No first aid statements are required.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

d"\‘w Sy Te
o ., OFFICE OF
] ] PREVENTION, PESTICIDES
5 - AND TOXIC SUBSTANCES
%%M 6.‘ Antimicroblals Division
"p“ ..oﬁ’-“*\
October 30, 2002
SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Axen 30
DP Barcode: D286173 Reg. No. Or File Symbol: 72977-G
Manufacturing-use [] OR Ead-use Product [X]
.): Adam Heyward PM 34 / Drusitla Copeland, Team Reviewer
Regulatory Management Branch If
Antimicrobials Division (7510C)
FROM:  Robert A. Turpin, Chemist A\ T
Product Science Branch, CT Team
Antimicrobials Division (7510C) %
THRU: Karen P. Hicks, CT Team Leader {
Product Science Branch l-b l 0¥
Antimicrobials Division (7510C) 1 (0
THRU: Michele E. Wingfield, Chief

Product Science Branch
Antimicrobials Division (7510C)

Product Formulation

Active Ingredient(s) % by wt.
CItHC ACH . evveecrerne s crsrisiereneasnenearsieeensresninnierene 4,840
STIVEE i vinismmmsimm s s s b e 0.003

BACKGROUND: The applicant has submitted a “Me-Too” application for its product, Axen 30. The
product is similar to EPA Reg. Nos. 72977-1 and 72977-2. In support of the application is submitted a
Confidential Statement of Formula, a draft label, a data matrix, and studies MRID #457572-01 and
MRID #457715-01. The Product Science Branch has performed the primary review.

Page 1 of 6
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FINDINGS:

1. The spelling of the ingredient on the Confidential Statement of Formula is incorrect. The
correct spelling i _

2. The stated purpose of _cit_ric acid on the Confidential Statement of Formula
should bHActive ngredient.

3. The certified limits of the ingredients listed on the Confidential Statement of Formula are acceptable
to the Agency.

4. The Confidential Statement of Formula of the subject product is acceptable with the above noted
comments.

a The chemical data submitted contained in MRID #s 457572-01, and 457715-01 are acceptable to the |

gency.

RECOMMENDATIONS: None.

*Manufacturing process information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*

4

Page 2 of 6
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PRODUCT CHEMISTRY REVIEW
CONFIDENTIAL STATEMENT OF FORMULA

4a. Type of formulation and source registration

+ Non-integrated formulation system X1
»  Areall TGAIs used registered? Yes[X] No[ ]

« Integrated formulation system [ ]
+ if “ME-TOO”, specify EPA Reg. # of existing product:

4b, Clearance of inerts for non-food or food use:
Cleared for food use under 40 CFR §180.1001: Yes[ ] No [X] NAJ[ |

4c. Physical state of product: Liquid

4d. The chemical IDs and analytical information (including that for the TGAls),
density, pH, and flammability are consistent with that given in 830, Part B

Yes{X] Nof[]

4h. NCs and CLs are acceptable: Yes [X] No[ ] Not acceptable [ ]

4i. Active ingredient (s) NC LCL UCL
A. Silver 0.003% 0.0027% 0.0033%
B. Citric acid 4.840% 4.599%  5.093%

4j. For products produced by an integrated formulation system:
«  All impurities of toxicological significance have a UCL?

Yes [ ] No[ ] Notapplicable [X]
»  All impurities of > 0.1% in the product have been identified?
Yes[] No{ } Notapplicable [X]
Page 3 of 6
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5. PRODUCT LABEL

S5a. The active ingredients statement (chemical [Ds and NC] is consistent
with the CONFIDENTIAL STATEMENT OF FORMULA?  Yes(X] Nol ]

5b.  The formulation contains one of the following:

. 10% or more of a petroleum distiltate: Yes[ ] No[X]
. 1.0% or more of methyl alcohol: Yes{ 1 Nof{X]
. Sodium nitrite at any level: Yes[ ] No[X]
. a toxic List 1 inert at any level: Yes{ ] No[X]
. arsenic in any form: Yes{ ] No[X]

Sc.  If Yes to any of the above, does the inert ingredients statement contain a
. footnote indicating this? Yes[ ] No[ ] Not applicable [X]

5d. The appropriate warning statement regarding flammability or explosive
characteristics of the product are listed on the label?
Yes [ ] No{ ] Notapplicable [X]

5e. The storage and disposal instructions for the pesticide and container are
in compliance with PR Notice 84-1 for household use products or PR Notice
83-3 for all other uses? Yes {X] No{ ] Not on label

5f. Does the product require an expiration date at which time the NC falls

below the LCL (based on the one year storage stability data or other information)?
Yes [ ] No [X]

Page 4 of 6
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2 PRODUCT CHEMISTRY (830 Series, Part B)

Guideline Acceptance of MRID No.
Information

830.1550" Product Identity A 457715-01
830.1600 Description of Materials A 457715-01
830.1620 Production Method? NA
830.1650 Formulation process’ A 457572-01
830.1670 Formation of impurities* A 457572-01
830.1700 Preliminary Analysis® NA

0.1750 Certified Limits® A 457715-01
830.1800 Analytical Method’ A 451610-01 _

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=data gap;
U=requires upgrading; W=waived; E=EPA estimate.

'See Confidential Appendix A for additional information
For MP/EP products produced by an integrated formulation system.
*For products from a TGAI or MP,

“May be waived unless actual/possible impurities are of toxicological concem.

. SFive batch analysis required for products produced by an integrated formulation system.

If different from standard Cls recommended in 40 CFR 158.175, this should be
discussed in Confidential Appendix A.

Abbreviate method used as follows: gas chromatography (GC), infrared (IR),
ultraviolet absorption (UV), nuclear magnetic resonance (NMR), etc.

Page Sof 6
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6b. Physical/Chemical Acceptance Value or qualitative MRID No.
Properties* of data description
830.6302 Color A Colorless 457715-01
830.6303 Physical state A Liquid 457715-01
830.6303 Odor A Odorless 457715-01
830.7200 Melting point NA
830.7220 Density/Relative A 1.018 457715-01
density/bulk density
830.7000 pH' A 1.79 457715-01
’30.63 14 Oxidation/Reduction A | Canbereduced 457715-01
electronically and has
some weak oxidizing
potential of no practical
significance
830.6315 Flammability A Not flammable 457715-01
830.6317 Storage stability A Stable 456232-01
830.7100 Viscosity NA
830.6319 Miscibility® NA
830.6320 Corrosion Character, A Non-corrosive in plastic | 456232-01
30.6321 Dielectric breakdown NA

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=data gap;

U=requires upgrading; W=waived; E=EPA estimate.

* Provide brief description, e.g., color--yellow or property value, e.g., density 1.25 g/cc;

Unless otherwise indicated, the property should be at 25 °C.

' If product is dispersible with water

2 If product is an emulsifiable liquid

Page 6 of 6
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Laird's Regulatory Consultants, Inc

(wer 28 vears Lxperience and Fxpertise m | he Regulation of Pesucide Products

December S5, 2002

Mr. Adam Hayward PM 34
Environmental Protection Agency
Regulatory Management II
Antimicrebial Division (7510C)
Ariel Rios Building
1200 Pennsylvania Ave., NW

. Washington, D.C. 20460

Subject: AXEN 30
EPA FILE SYMBOL 72977-G
Replacement labels

Dear Mr. Hayward:

Per the attached letter from my client, I have enclosed five (5) copies of their
desired labels for the product referenced above.

Please replace the labels which were ¢-“mitted with the imitial application
. with the attached labels.

Thank you for your assistance in this matter.

- - .
Sincerely, teenle
7 i - : - -e L] "
/{f - —-..__‘_{3 B // : .oo
AT Yaka &l e .
- - [ ] [
Olivia D, Laird DL ewee,
1 [ I XXX sane
President/Agent e as,
LN * LR " L
- L]
20008 L
T2 Xl
a0
- -
-
(X ]
f3ivin 1), Laied Presidentume e * )1 Sauth Piacnln Seerue, Stedding, VA Z0164-20122° Phone TO3MTI-L500 7 Fag TN3471-6267
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fJNNQVAﬂvE?

--MtochL'I-:

SERVICES

a NASDAL edmpany:

D&cem'ber's-' 2002

Olea Laird . |
- Laird Regulatory Consuttants
" 501 South'Lincoln Ave,
- iSterling, VA 20164-2024 . : .

- Dear Olivia: ..

. _ | have attached an updated Iabel for our Axen 30 product currently under rewew

~with the EPA. After'doing some research, we have added two graphlcs to tha labal.
to better commumcate the usa iAstructions to our customars

If you have no changes upon review of this label, , kindly Submlt it to the EPA for our
r..urrent rewew . a . ; ;

Should you haVe any questifohs, please d:o not hesitate to contact me d_iréét!y.

Best Regards : _ i R
I’NNOVATWE MEDiCAL SERVICES _ _ ‘ ‘ S

Senior. Mlcfeb:olog:st

¢
(LR R R
L
-« @ L]
g . e ha
Teedns - .
. .

A anae
...‘.‘ asaes
» ;

5o even
= L] . 8
'r... As =
L -
-..t' .
svan
[ 2 2 2]
L]
L&
e »
L]

1725 Gillespie Way +Ef Cajoh, CA 92020 + Veicé (619) 596-8600 » Facsimile (619) 596-8700 .
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" Laird's Regulatory Consultants, Inc

Over 28 years Experience and Expertise in The Regulation of Pesticide Products

October 3, 2002 45771500

Mr. Adam Hayward PM 34
Environmental Protection Agency
Regulatory Management I1
Antimicrobial Division (7510C)
Ariel Rios Building

1200 Pennsylvania Ave., NW
Washington, D.C. 20460

Subject: AXEN 30
EPA FILE SYMBOL 7297'7-G
Data Referenced in Matrix

Dear Mr. Hayward:

Per our telephone conversation, This letter is to inform you and your team
that the data, Toxicity, chemistry and basic efficacy data which are referenced
in the Data Matrices in the initial application submission will support this
application. This is just a lower concentration, ingredient statement, Silver
than each of the substantially similar products, EPA REG. Nos 72977-1 and
72977-2. Please note, I have included Volumes 1 Administrative Materials,
and 2 product specific chemistry data, with this submission to support this
particular formulation.

Please replace the labels which were submitted with the initial agmcahun
with the attached labels. .

Thank you for your assistance with this application.

Sincerely,

Dlivia D Laird
President/Agent

Olivts D. Leird Proddent/Owner * 501 South Lincoln Avenue, Starling, VA 20164-2024* Phone 703/471-6590 » Fax 703/471-6269
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1.

o

45771501

T RANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER & SPONSOR

SUBMITTER
LAIRD'S REGULATORY CONSULTANTS, INC.
501 SOUTH LINCOLN AVENUE
STERLING, VIRGINIA 20164-2024

SPONSOR
INNOVATIVE MEDICAL SERVICES
D/B/A ETI H;0
1725 GILLESPIE WAY
EL CAJON, CA 92020

. REGULATORY ACTION TO BE TAKEN

Submission of Additional Product Specific Chemistry Data
EPA FILE SYMBOL/REG. NO.: 72977-G

PRODUCT NAME: AXEN 30

TRANSMITTAL DATE

October 3, 2002

LIST OF SUMITTED STUDIES

Volume 1: Administrative Materials
Volume 2: Chemistry Data

COMPANY OFFICIAL: « Dolana BIOMIW /

COMPANY CONTACT: OLIVIA D. LAIRD
Phone: (703) 471-6590
FAX: (703)471-6269
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| ;‘:rls _0"“"!8 Lawy
— S!er:n:\;;?:rmc % Mrs Olvia Lang
e | 62024 20FS fancoln Ay
o Sterling, VA 20164.2024

COVER PAGE

AXEX 30

EPA FILE SYMBOL - 72977-G

ADMINISTRATIVE MATERIALS

VOLUME I

000000

......
......

00000
L]

.....
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" Lair Corisultants,

Over 28 years Experience and Expertise in The Regulation of Pesticide Products
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357572
September 10, 2002 2400

Mr. Marshall Swindell, PM 33

Environmental Protection Agency

Regulatory Management .
Antimicrobial Division (7510C)
Ariel Rios Building ‘ :

1200 Pennsylvania Ave., NW n2971-G
Washington, D.C. 20460 |

Subject: AXEN 30 o
EPA CO.NUMBER 72977-
Application for registration of a Me-too product

Dear Mr. Swindell:

Attached hereto please find an application for registration of a Me-too
product which includes a total of 11 volumes with the Administrative volume.
The supportive information is included on the matrices as well as MRID
Nuambers which are listed on the attached matrices.

Should you have questions/concerns please don't hesitate to contact me.

ia D. Laléfr( / ;

President/Agent

......

lllll

: .
Otivia D. Lolrd Presidmt/Owner * 501 South Lincoln Avenus, Sterling, VA 20184-2024* Phone TON471-6590 * Fax 703/471-6265
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TRANSMITTAL DOCUMENT

1. NAME AND ADDRESS OF SUBMITTER & SPONSOR

SUBMITTER
LAIRD'S REGULATORY CONSULTANTS, INC.
501 SOUTH LINCOLN AVENUE
STERLING, VIRGINIA 20164-2024

\ SPONSOR
INNOVATIVE MEDICAL SERVICES
1725 GILLESPIE WAY
EL CAJON, CA 92020

g

2. REGULATORY ACTION TO BE TAKEN

‘ Submission of AOAC Use Dilution and Efficacy Data

3. TRANSMITTAL DATE
September 4, 2002

4. _LIST OF SUMITTED STUDIES

Volume 1. Adminstrative
45757201 Volume 2. Chemistry
45757202 Volume 3. AOAC Use Dilution-Carrier Confirmation ( lab sample ID~1471155)
45757203 Volume 4. AOAC Use Dilutlon-Carrier Confirmation (/6 Sample ID~199972 )
45757204V olume 5. Fangicidal Activity of A Disinfactant
757205Volume 6. Evaluaton of Axen for Residus] Activity

757206 Volume 7. Viruddnt Efficecy of a Disnfctant for Use on Inavimate Envirommental Surfaces -Virus
Influenza = viras

45757207 Volume 8. Viraddal Efficacy of » Disinfactsnt for Use on Inanimate Environmentsl Surfaces Virus:
Influenzs » virns -Vires Human Immmmodefidency Viras Type 1
45757208 Volume 9. Virnddal Efficncy of w Disinfctant for Use on Inantmate Environments! Sarfaces Vires:
] Herpes simplex virm type 1
45757209 Volume 10. Viraddal Efficacy of a Disinfactant for Use on Inanimate Envirouments! Serfeces Virns:
Pollavirns type 2
45757210 Volume 11. Virucix Efficecy of w Disinfactant for Use on Tnanimate Environmental Sarfaces Viros:

Rhinovirus type 37 ‘ 7 /
COMPANY OFFICIAL: for Dola unt !

COMPANY CONTACT: OLIVIA D. LAIRD

" Phone: (703) 471-6590 2
FAX: (703)471-6269
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u . JAN 14 ‘B3  11:84AM INOVIATED MED SVCS . ' . P.2

¥
* ' _ VIA FACSIMILE - INNOVATIVE
. ‘ ‘ (703) 308-6457 SR D
) ) ; g . . & 'I‘-. ; DS
January 14,2003 - ' v M E D5 C AL
' ' . ' : "% ER W, |l € E.S.,
i ) . & NASDAL) :.nmp.m'.-' ’
lan Blackwell .
tfficacy. Evaluation Team A o .
Praduct Sciencs Branch ‘
Antimicrabial Division (75‘! oc) . _—
Us, EPA s
- Subject: Axen io Efﬁ::aty studies
EPA FlLE SYMBOL 72977-G
‘Dear Mr. Blackwel|
. - Thank you for your time this afternoon. This letter confirms that the below referenced l
studies were all testing efficacy of a BDppm formulation of our disinfectant product; which
is the eq uwaient of Axen 30. I g
MRID_ . StudyTitle | ‘
45757202 . AQAC Use Dilution C‘arner Confirmation (Lab- Sample ID# 197155)
45757203 AOAC Use Dilution Carrier Confirmation (Lab Sample |D# 194972)
45757204 Fungicidal Activity of a.Disinfectant .
45757205 . Evaluation of Axen for Residual Activity- ,
45757206. - - Virucidal Efficacy of a Disinfectant for Use on Inanimate
. : Environmental Surfaces — VirusiInfluenza A virus - _
43757207 Virucidal Efficacy of a Disinfectant for Use on Inanimate | *
Environmentai- Surfaces - Virus:Human lmmunodeflmency V1rus
. Type 1
45757208 " Virucidal Efficacy of a Disinfectant for Usa ‘on hammate
. __ Environmental Surfaces — Virus:Herpes Simplex Virus type 1
45757209, Virucidal Efficacy of a Disinfectant for Use on Imanimate
Co - Environmental Surfaces — Poliovirus type 2
45757210 . Virucidal Efficacy of a Disinfectant for Use on inanimate

Environmental Surfaces — Virus:Rhinovirus type 37

Please do not hesitate to contact me should you need additional information.

Semor M|c}obt mgust

1725 Cillespie Wav . r} (.chm, Callfﬂ"mﬂ G2020 * vaivy (119) 53640~ "9.]&' & f..zwu(: {fﬂ‘?] 504-0700
WWAY, IMEPLTR.CINT .-
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'| As requested:

JAN 14 ’03 11:04RM INOVIATED MED SVCS : P.1

INNOVATIVE -

FAX COVER | :
' LT M E.D| .Aéé

L : C
; SERVIC
. . -ﬂASD‘A‘anmﬁanr

COMNEINISTIAYL o PO ) O ONTIDE TN O Fik iy
THIS MESSACE IS | DUAL OR ENTITY TO WHQ
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRNELEGED CONFIDENTIAL OR REGULATED IN
DISCLOSURE LUNDER STATE AND FEDERAL LAWS. IF YOU HAVE RECEIVED THIS COMMUNICATION IN
ERROR, PLEASE NQTIFY US IMMEDIATELY BY TELEPHONE (COLLECT, IF NECESSARY) AND RETURN THE'
CIR:GWAL COMMUNICATION TO US AT TRE: ADDRESS BELOW VIA THE US POSTAL SERV!CE THANK YOU.

Pl o L LR IEHPVE AT AL L

DATE: _o_'yu’m; -

TO: - lan Blackwell

US EPA. K

FAX: 703-308-6467

FROM: . Dolana E[c:unt
' INNOVATIVE MED'CAL SERVICES
PHONE: (619) 596-8600 Ext, 105 '
FAX: " (819) 596-8700 -

‘MESSAGE:

Page 1 of 2

1725 Gillespie Way - El 'Cajon, CA 82020 - voice (619) 596-8600 * fox (619). 596-8700
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INNOVATIVE

»

MEDICAL

SERVICES
+ NASDALD eormpany

August 16, 2002

Office of Pesticide Programs

U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

To Whom It May Concem:
APPOINTMENT OF AUTHORIZED CONSULTANT REPRESENTATIVE

Innovative Medical Services hereby appoints Dr. Jerry Moore and Olivia Laird,
Regulatory Consultants, to serve as Consultant Representatives of ETIH20, a
division of Innovative Medical Services and to act on its behalf with regard to all
regulatory matters of Axen (72977-2) before the Office of Pesticide Programs of the
U.S. Environmental Protection Agency.

Sincerely,

INNOVA DICAL SERVICES

Dolana Blount
Assistant to the President/CEQ

L as
* o »
LA R J

® asew
.
-
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-
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. .
1725 Gillespie Way £l Cajon, CA 92020 ® tefephane (619) 596.8600 * facsimile (619)"8968700  cuve
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mﬁﬁw form.

b

Form vod, O . 207
" United Statas Registration OFP ldentifier Numbe;
vEPA Environmenta! Protection Agency Amendment 320022
Washington, DC 20460 Othar Pl B} :‘3 O i
Application for Pesticide - Section |
1. Company/Product Numbaer 2. EFA Product Manage: 3. Propoosd Classification
72977-&G Harshal-Swindetl ,
= Nons D Rogtricted
4. Compeany/Product (Name} PME
Axen 30 24 33

Da&m#m:'sanewadm

S. Neme and Addreoss of Applicent finciude ZIP Code)
Innovative Medical Services
1725 Gillespie Way
£l Cajon, California 92020

to:
EPA Reg. No.

8. Expedited Review. In accordence with FIFRA Section 3(cH3]
{b)li), my product is similar or idemical in composition and labeling

Product Name

Section - Il

Amandment - Explain baiow.

Notifiestion - Explain below.

izsion in responsa te Agency letier dated

Fing} printed Isbals in regponses to
Agency latter dated
I X | “Me Too™ Application.

|:| Othet - Explgin below.

Explanation: Use additional pagels} if

v. (For asstion | snd Section 1.)

Section - il

1. Material This Product Will Bs Packagsd in:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Containar
Yes® "{ Yos Yoo ' Matal
B Prest
No . Mo No Glsgs
if *Yeos" No. per It ®Yes" No. per Paper
Y tion must Unit Peckaging wgt. coatainer Packegs wat conteiner Other (Specify)
]

2. Location of Het Contonts Information

E Label D Container

un

4, Sizele) Reteil Containsr

cotion of Label Directions

=

On Label
On Lebeling accompanying proguot

8. Manner in Which Lebel is Affixed to Product Lithograph [] other
L Stenciled
Section - IV
1. Contact Point [Complete itoms dirsctly below for identification of individual to be contected, i necessary, to process this application.}
Name Titlo Talephona No. (include Ares Code)
Olivia D. Laird Consultant/Agent {703) 471-65920
Certification 8. Dete Application
| certify thet the stgtements | have mede on this form snd 6ll ettochments thereto are true, accurate end comieme e a R&;fw.
| scknowledgs that sny knowingly falas or misleading statament mey be punichable by fine or imprisonment of s s { éﬁmpedl
both under applicable law. 1 % .
3. Title e 'E :-oo:.
; Mier i P oy
Senior MicroBiclogist Hias 2, .,
2 e L T
4. Typed ua}m §. Dots Fove -
f LA T
fyi Dolana Blount September 11, 2002 “uviy®
M AV

EPA Form B570-1 (Rev. 8-94) Provicus aditions are cbsolete.

Whits - EFA Flle Copy [original)

" Yolidw - Applicant Copy




PAPERWOCRK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK RED! N ACT NOTICE: Public reporting burden for this collection of informetion is estimated to sverage 0.85 hour per
responsa, including time for reviewing instiuclions.saarching existing data sources, pathering and maintaining the date needed, and compieting end
reviewing the collection of infarmstion. Sand-comfents regarding the burdan estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, ta Chisf, Information Policy Branch, {2136), U.S. Environmental Protaction Agency, 401 M Street, SW,
Washington, DC 20480.

INSTRUCTIONS: This form is to be used for sil applications for new registration, end use reregistretion, amendment, resubmigsion, to applications
fot notifications, final printed lebsling, reregistration, ete. In order to process an application for a new registretion submitted on this form, the
following material must accompany the applination;

1. Cortification with Raspect to Citation of Data (EPA Form 8570-29). [!f not axempted by 40 CFR 152.61 (b) (4)];

2. Confidential Staternent of Formula (EPA Form 8570-4);

3. Formulator's Exemption Statement {EPA Form 8570-27);

4, Five coples of draft labsling;

5. Thees oopiea of any dats submitted;

6. Authorization tetter where applicable;

7. Mstrices whare spplicable.

Submizsion of Labeling - Labeling should first be submitted in the form of draft [absis with all applications for new registration. Such. draft labele may be
in the form of typed label text on 8.5 x 11 inch paper for gubmission or 8 mockup of the proposad label, If prepared for mockup, it should be
constructad in @ way as to facilitate storage in en 8.5 x 11 inch fils. Mockup labels significently emaeller than 8.5 x 11 inches should be mounted on 8.5
x 11 inch paper for submission

Submission of Dats - Data submitted in support of this epplication must be submitted in accordance with PR Notice 86-5.

SPECIFIC INSTRUCTIONS: Piesse read the instructions listed balow befors completing this application. First determine the type of registr. ;
action, Jisted in Block A, for which you are submitting this applicetion. For applications submitted in connection with New Registration actions, Sectons
1, I, and IV must be compieted by the epplicant. For epplications submitted in connection 'with amended reregistration ections, resubmissions,
notifications, rersgistrgtions, stc., Sections J, Il, and IV must be completed by the applicent.

Block A - Check the eppropriete action for which you are submitting this form.

SECTION | - This section must be compieted, s appliceble, for all registrotion actions.

1. Company/Product Number - Ingart your Company Number, if one has been assigned by EPA. This number may have besn sssigned to you e &
besic ragistramt, & distributor, or a8 en establishment.. If your product is registered, insert the Product Number.

2. EPA Product Manager - If known, fill in the name and PM numbar of the EPA Product Manager.

3. Proposad Claseification - Specify the proposed classificotion of this produet.

4, Product Nsma - Enter the complete product name of this pesticide as it will eppear on the lebel. The name must be specific to this product only,
Duplicetion of names @ not permitted amonyg preducts of the game company. Do not include sny brand name or eompany line designations.

5. Name and Address of Applicant - The name af the firm or pereon and sddress shown in your application is the person ar firm to whom the
registration will be jssuad. If you are acting in behslf of another party, you must submit autherizetion from that party te ect for them in registretion
metters, An spplicant not residing in the United States must have an guthorized agent residing in the United States to act for them In ail
registretion mattsrs, The name and complete mailing address of such an agent must accompany this application.

6. Expedied Review - FIFRA section 3 [c} 3 (B) provides for expedited raview of applicetions for registration, or amendments ta sxisting registra
that are similar or identical to othar pesticide products that are currently registersd with the EPA, In ordar for your application to be eligible §
expedited review, you must provide us with the EPA Registration Numbar and product narme of the product you believe is similer to or ident
your product. The product must be similar or identical in both farmulation and labsled uses.

SECTION |l - This section must be completad far all epplications submitted to amand the registration only of & currently regiatered product
{Amendment), for a resubmiasion in responsa 1o sn Agency lattar, for notifications to the Agency. for the submission of fina! printad labeling, for
reregistration and for any other sction that parteins to a specifio EPA-registered product, This section la not to be uzed for & naw epplicetion for
registration.

1. Subjact of submission - Check the spplicable block and provide the Agency letter date if appropriate. Provide a brisf explanation of the purposeis)
for the submission, such as "the addition of a site, past or crop {specify}”; "amend the Confidential Statement of Formula by..."; "raregistration
submission®; “general label ravigion of use directions.” Attach a separate page if additional spece is nended. .

T 1l (Packaging and Conteiner Information) - This Section must be completed far all applications submittsd in conneation with new

registration or applisabls ernendments.
1. Type of Packeging - Chack the eppropriate block if your product will be packaged in the indicated packagmg types,

* Indicato the size of the individual packets and numbaer per retail container,
2. Type of Retall Cantelner - Indicate type of container in which product will be marketed.
3. Location of Wag Contents, -, [ngficate the location of the net contents informatian for your product,
4, Bizeis) of m&ﬂtomw §pc&fv the net contents of all reteil containers for your product.
5. Locetlon of Use Dlrections - IndiRate the location of the use diractions for your praduct,
6. Manner in utm.-.h libﬂ [ aﬂhce fo product - Indicated the mathod product label is attached to retail container.

SECTION IV K:onb;t Pomt} .Th&l.swtmn must be campleted for all spplications for Registation actions, i.e., new products registration,
resubmission, rm-too"‘ rortgt.trqmn, stc,

1-5. Self-sxplanatiry, RS
6. EPA Use Oply.
‘.!.
ae A
PR oo




Fomn Approved OMB No. 2076-0060

(:‘r.“‘-! UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

sbl_i,- 401 M Street, S.W.
" WASHINGTON, D.C. 20450

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per respanse for reregistration and spetial review activities, including time for reading the instructicns and completing the necessary forms. Serd
comments regarding burden estimate or any other aspect of this collection of information, inciuding suggestions for reducing the burden to; Director, OPPE
Information Management Division {2437), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the completed form to this address.

Certlfication with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/Fite Syntol
ETI Hp0O, 1725 Gillespie Way, El Cajon, CA 92020 72977- 3%
Active ingredient(s) and/or representafive test compound(s) Date
Silver and Citric Acid September 10, 2002
Genera! Use Pattern(s) {list ali those claimed for this product using 40 CFR Part 158) _ Product Name
isinf ici Vi i AXEN 30

TE: i your product is a 100% repackaging of ancther purchased EPA-registered product iabeled for all the same uses on your labat, you do nat need to
this form. You must submé the Formulator's Exemption Statement (EPA Form 8670-27).

be usad for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

aﬂsto!mpamsssentoﬂamofwmensaﬁon(memMawm under the selective mathod), and have included with this form a
shouid be used for this DLITPOSE), completed list of data requliernents {the Data Matrix form must be
used).

| m responding toaData—Call-lnNaﬁce,andhavehdudedwhhﬂ-nishwnaﬁstofmmpanmumoﬂemofmﬂmemaﬁm{ﬂwommﬁxbmm H
D | am using the cite-all method of suppor, and have incluted with this form m- | am using the selective method of support (or cite-all option “

SECTION |i: GENERAL OFFER TO PAY
[Required if using the cite-all method or when using the cite-sl! option under the selective mathod to setisfy one or more data requirements)
|] | herelpy offer and egree to pay compansation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Ill: CERTIFICATION i
1 cartify that this application for registration, this form for reregistretion, or this Date-Call-In cesponse is supported by ell data submitted or cited in the \

tion for registration, the form for reregistration, or the Data-Ce#-In response. In eddition, if the cite-sll oplion or cite-all oplion under the selective method s
i in Secton |, this application is supportad by il data in the Agency's files thet (1) concem the properties or effects of thls progduct or an idantical or

ntially similar product, or orsa or more of the ingredients in this product; and (2) is a type of data that wou'd be required to be submitied under the date
reqummnismeﬁemonlhedateofammvnlof&wappﬂmﬁmlfme spplication sought the indtial registration of & product of identical or skmilar composition and
uses .

| certify ha!fnraamexdusuausesmdyatadmsuppoﬂofm\sregntrﬂmorremglsb'abon that | am the originai data submittar or that | have obained
the written permission of the orginel data submitter to cite that study.

| certify that for each study cited in support of this registration or rereglistration that is not an exclusive use study, eithar: {a) | am the original data
submitter; (b) | have obtained the permission of the original data submiiter to usa the study In support of this application; (c) all periods of eligibliity for
compensation have expied for the study, (d) the study is in the public liteneture; or (e} | have notified in writing the company that submifted the study and have
offered {1} to pay compensation to the extent required by sections 3{c){1XF) and/or 3(cX2)B) of FIFRA; and (i) to commence negotistions to determine the
amount and terms of compensation, i any, ta be paid for the use of the study.

| certily that in all instances where an offer of compensation is required, cupmo!aﬂoﬁerstopaywwmbon arxl evidence of thalr delvery n
secordance with sections 3(c){1)F) endfor 3(c2)(B) of FIFRA are evailable and will be submitied to the Agency upon mmnlb-ﬁhoumm&mducem
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, m«mmmﬁ@dwmhmhw

1
FIFRA. “sesne -

| cortify that the statements | have meds on this form and all sttachments to It are true, accurate, and comp‘otn llcknu\nrlodga that any

knowingly false or misleading stetement may be punishable by fine or Jmprisonment or both under applicabla law.* .

.
. s
..Ill L oo'

Date Typed or Printed Flnrne and m,
, 9/10/02 Olivia D. Laird/agesrft
lectronic and Paper versions available. SLbmit only Paper version, pp——
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Lainds Regultory Conslans In

Over 28 years Experience and Expertise in The Regulation of Pesticide Products

September 10, 2002

Mr. Marshall Swindell, PM 33
Environmental Protection Agency
Regulatory Management
Antimicrobial Division (7510C)
Ariel Rios Building

1200 Pennsylvania Ave., NW
Washington, D.C. 20460

Subject: AXEN 30
EPA CO. NUMBER 72977-
Application for registration of a Me-too product

Dear Mr. Swindell:

Attached hereto please find an application for registration of a Me-too
product which includes a total of 11 volumes with the Administrative volume.
The supportive information is included on the matrices as well as MRID
Numbers which are listed on the attached matrices.

Should you have questions/concerns please don't hesitate to contact me.

viaD.LﬁfL/

President/Agent

------
............

nnnnn

-----

Olivia D. Laird President/Owner * 801 South Lincoin Avenue, Sterfing, VA 20164-2024* Phone 703/471-6590 * Fax TOI4T1-626

165



TRANSMITTAL DOCUMENT
1. NAME AND ADDRESS OF SUBMITTER & SPONSOR

SUBMITTER
LAIRD'S REGULATORY CONSULTANTS, INC.
501 SOUTH LINCOLN AVENUE
STERLING, VIRGINIA 20164-2024

SPONSOR
INNOVATIVE MEDICAL SERVICES
1725 GILLESFPIE WAY
EL CAION, CA 92020

2. REGULATORY ACTION TO BE TAKEN
Submission of AOAC Use Dilution and Efficacy Data

3. TRANSMITTAL DATE
September 4, 2002

4, LIST UMITTED STUDIES

Volume 1. Adminstrative

Volume 2. Chemistry

Volume 3. AOAC Use Dilution-Carrier Confirmation

Volume 4. AOAC Use Dilution-Carrier Confirmstion

Volume 5. Fungidds] Activity of A Disinfsctant

Volume 6. Evaloation of Axen for Residusl Activity

Volume 7. Viradds! Efficacy of » Disinfactant for Use on Inanimate Environmental Surfaces -Virus:
Influenza = virus ,

Volume 8. Viraddal Efficacy of 2 Disinfactant for Use on Insnimate Evvironmentsl Surfaces Virus:
Irfluenza a virus -Virus Homan Immunodeficency Virus Type 1

Volume 9. Viraddal Efficscy of a Didnfectent for Use on Inanimate Environmental Surfaces Virus:
Herpes simplex virus type 1

Volume 10. Viruddal Efficacy of a Disinfactant for Use on Inanimate Environmental Surfaces Virus:

Pollovirus type 2

VYolume 11, Viradds} Efficacy of a Dislofactant for Use on Inanimgage Environmental Surfaces Virus:
Rhinovirus type 37 i

COMPANY OFFICIAL: for Dolana Blount

COMPANY CONTACT: OLIVIA D. LAIRD - %
Phone: (703) 471-6590 j
FAX: (703)471-6269 -



C’A“, i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

% 401 M Street, S.W.
WASHINGTON, D.C. 20460

Fomm Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of mformation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respanse for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W,, Washington, OC 20460. Do not
send the form lo this address.

DATA MATRIX
Date August 21, 2002 _ EPA Reg NofFile Symboi 72977~ Page2 of 4
Applicant's/Regisirant's Name & Address  Innovative Medical Services Product _
1725 Gillespie Way, El Cajon,California 92020 AXEN 30
Ingeedient Silver and Citric Acid
Guideline Reference Number Guideline Study Name MRID Number Submittes Status Note
830.6313 Stability 451610-01 BETI H90
830.6314 Oxidiation/Reduction 451610-01 ETI H50
830.6315 Flammability 451610~-01 ETI H,0
830.6316 Explodability 451610-01 ETI HyO
830.6317 Storage Stability 456232-01 ETI B,0
830.7100 Viscosity 451610-01 ETI H,0
830.6319 Miscibility 451610-01 ETI Hy0
830.6320 Corrosion Characteristic 451610-01 ETI HyO
830.6321 Dielectric Breakdown Voltage |451610-01 ETI H;0
830.7000 pH 451610-01 ETI Hp0
830.7050 UV/Visible absorption 451610-01 ETI HyO
830.7100 Viscosity 451610-01 ETI H,0
830.720¢ Melting Point 451610-01 ETI H,0
830.7220 Boiling Point 451610-01 ETI H50
o 830.7300 Density/Bulk Density 451610-01 ETI H,0
Eglnature Name and Title Date
Dlivia D. Laird/Consultant/Agent] 8/21/02 °

Agency Internal Use Copy
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) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k../ 401 M Street, S.W.
WASHINGTON, D.C. 20469

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Nofice: The public repesting burden for this collection of information s estimated to average 0 25 hours per response for regisiration aclivities and 0.25 hours per response for
reregistration and spedial review activities, including time for reading the instructions and complsling the necessary forms. Send comments negarding the burden estimate or any othac aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Managemsent Division (2137), U.S. Environmental Protection Agency. 401 M Street, 8.W., Washinglon, DT 20460. Do not
send Ihe form to this address

DATA MATRIX
Date oAl L “r EPA Reg No/File Symbol 7™ Page of .
Applicant's/Registrant's Name & Address ipadval ical erv Product
755 Gallespic wajs B2 29 fou,Caliorata 4202 AXeN 36

ingredient t JEr
Guideline Referance Number Guidefina Study Hame MRID Number Submitter Status Note=

w ] t - =

. i L 1 lt P Y  § - A
—_ - ¢ | L] - - .
@)
@mtum S 3 , Nama and Titke Dats

& . _ ' / - ? . ‘et smAnl tan
et of Ay £or L Lk o
EPAanBSM'_m) and Paper versions 4vaiable. SUDMA only Paper version, Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
WASHINGTON, D.C. 20460

oy Form Approved OME No. 2070-0060

&)

Pa—perworu Reduction Act Notice: The public reporting burden for this collection of informeation Is eslimated o sverage 0 25 hours per response for registration activities and 0.25 hours per response (or
reregistration and special review aciivities, including ime for reading the inslruclions and completing the necessary forms. Send comments regarding the burden estimate or any ather aspact of this collection of

information,
send the form o this address

including suggestions for reducing the burden tor Director, OPPE Information Management Division (2137), U.S. Emircnmental Protection Agency, 401 M Street, 5.W., Washington, DC 20460. Do not

DATA MATRIX

. 7 20¢ 1769%-
Date Mguat 44, 400. EPA Reg No/File Symbot | 1 0 Page? of A
Applicant's/Registrant's Name & Address  Innovative wedlicel Bervices Praduct
172 Allesple way, Bl Cajon,Californisa 92020 AXEN 30
Ingredient Silver andl Cltzie Acid
Guideline Reference Numbes Guideline Study Name MRID Number Submiter Status Note
| "'-'O‘A 313 Q"(’.;Jiiit':‘ 45161 N-N} Tl WaD
gil. 0314 Dxidiatio ue e i 4%51610="1 "
U.6 315 ?1; sbd 14 ¢t 151610=0) TI Hy0
L ‘ A ] L | "l""‘ bl § .
edC. 6317 torege sStabllity 4S6132=01 TI 150
BIVe 740U lsCOally i1%1l610-01 TI Yn
» 07}.’1—' - | ! 151¢% I Y
Ve I4 GIC4a AeaTeacEexrisi 451610=0 P | int
E2Va0Jlaa ileleCtr i ie (L v 1 e [4516]0=01 i 1
Biu. 100 i 451610-0] T .
Ju. Tusl WwW/Visiule absor tion +51610=0Q1 il Ral
Biu. 7104 Visoos ity i51410-1) of | -
v e 1AVL :‘-'l;,;:t. rolnt 1_\1!41'."' i) -1 Yol
JIve fiew wolli: 3 Sk 4 j'].'. -1 1 T2 im
e - bta I o | I".""jl'-j oL Ak ’1"'1\.:\li.y 4516 l0=1] o1 iy
@ynatre Name and Date
,/{ e Vi / ' . Mlivia D, Lalr?/Cansaltant /Acont 3 /21707
£ ¥ . - e P RN 4

' \ b . A
EPA Form 8570-3515-97) Elecironic and Paper versions avallsie, Submil only Paper version,

Qriginator Capy
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INETRUCTIONS FOR DATA MATRIX

INSTRUCTIONS: Identify all data submilted or cited and all submillers from whom permisalon has been meelved o to witem offers to pay have been sant by enlering sufficient information in the attached
matrix (pholocopy 8nd atlach additional pages ss necessary) Complete all columns, omission of essantial information will detay approvel of the registrationfreregistration. Cn each page enter the date,
Appicant'wRagisirant's name, EPA Registration Numbet or application file symbol of the produdt, ingredient, page number, and total number of pages.

The Data Compensalion Form enlified “Certificalion with Respec! lo Cslion of Dala” and the Data Malrix will be publicly available, excapt for the Guideine Reference Number, Guideline Study Name, and
MRID Number columns alter the registrationfraregistation of this product has been granted or once 1his form is recelved In response to & Data-Call-in Notice.  Howevar, ihe information in the Guideline
Reference Number, Guideline Study Name, and MRID Number columns is avallable through the Freedom of Information Act in associstion with the EFA Registration Number.

Ingradient; Identity the active ingredient(s) in this product for which data are cled, The active ingredient(s) are to be identified by entering the chemical name snd the CAS registry number Begin a new
page for each separale active ingradient for which dala are ciled. If bridging dala from & related chemical or representative tesi compound are ciled, enter the idantity of that chesmicalireprasentalive test

compound Including the EPA Registration Number/Fliie Symbol If appropriats.

ifthe cite-all method ks used for all data supparting this particular ingredient, enter “CITE-ALL" in the Guidefine Reference Number column and leave the Guidleline Siudy Name column blani. If
the cite-all method te used for & parficular Guideline Reference Number entar "CITE-ALL" In the MRID Number column on the line for tha! Guideline Reference Number. In allher case, enter all submiiters
to whom offers to pay have been sent on subsequenl ines. [Note' I the seleciive method of support is used and written authorizalion (Jetter of permission) Is provided, the individus! Guideiine Reference
Number, Guideline Study Name, and MRID Number columns must still be compisted.] Otherwiss:

w&m_m Entar on separate lines In numerical order the Guideline Reference Numbers from 40 CFR Part 158 for all studies clled to support the regisiration/reregistration for this

Guideline Study Name: For each Guideline Reference Number clled, enter the corresponding Guidsiine Study Nams.

MRID Number; Foreach individual study ciied in support of 3 Guideline Referance Number and Guideline Study Name, enter the Master Record Identification (MRID) Number isted in the Pesticids
Document Management System (PDMS). Enter only one MRID Number on each line. Note ihat more than one MRID Number may be required per Guideline Reference Number. Nole Occasionsly a
study required to maintain a registration/reregisiration is nol sssociated with a Guideline Refarence Numnber and Guideline Study Name. In such casa, enter the MRID Number{s) for the study(les).

Submitter; Using the mest recent Data Submitters List, identify the Original Data Submilter with their current address for each study cited, The EPA sssigned company number or other abbreviation may
be used Clearly axplain any variations (altemate addresses, data owners not o the Data Submittsrs List, eta ) in footrotes 1o this table.

Status: Enter one of Ihe following codes for each sludy clled, as appropriate:

OWN: 1 am the Orlginal Data Submitter for this study.

EXC: 1 have obtained wrillen permission of the Original Data Submitter lo cile this exclusive-use study in suppsit of this application.

PER: | hawve oblained the permission of the Original Dats Submitter to use this study in support of this appiicaion.

OLD: The study was submitted mars than 15 years ago and all periods of compensalion have expired.

PL: The study Is In the public Rerature.

PAY: | have notified in wilting the Original Data Submilter o, ifthe clte-all method Is used, sl companies listed in (e most cuirent Data Submitters List for this ingredient, and have effered
{a) to pay compensstion in accordance with FIFRA sections 3(c)(1)(F) andior 3(c)(2)(B), and (b) bo commence negotiations to delermine the amount and terms of compensation, # any,
1o be paid for the use of the study(ies).

GAP: This Guideline dats reguirement is  data gap as defined in 40 CFR sections 152.83(a) and 152.96.

FOR: | & taking he formulators axemption ©r his Ingredient oy, Other columns of this live should be marked “NA”  Howaver, if this product is to be reglateredireregistered for additional

uses for which the purchiassd £PA regisiered ingredisnt B nol supponied, adaitional dats must be submated or clled here to suppert those uses.
Nste: If adcdonal explanation is nesdad, enler a Botnole number in this column and alisch the cemesponding explanation.
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Fonn Approved OMB No. 2070-0080
o UNITED STATES ENVIRONMENTAL PROTEGTION AGENCY

(w2, 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden for this collection of information is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per response for
reregistration and special review activlles, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
infonmation, including suggestions for reducing the burden to: Director, OPPE Information Management Oivislon {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date August 21, 2002 ' EPA Reg No./Fite Symbol  72977- Pagen of .4
Applicant's/Registrant’s Name & Address Innovative Medical Services .| Product wywnE, G we = b
1725 Gillespie Way, El Cajon,California 92020 "y . JAXEN-30 - L . e
Ingredient Silver and Citric Acid
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.7370 Dissociation Constant 451610-01 ETI Hy0
830.7520 Particle Size 451610-01| ETI H,0
830,7550 Partition Coefficient {n-
octanol/water), shake flask method |451610-01 ETI H,0
830.7560 Partition Coefficient (n-
octanol/H70) generator column method | 451610-01 ETI Hy0
830.7570 Partition Coefficient (n-

bctanol/water,est. by liquid chromatopraphy

451610-01( ETI H,0

830.7840 Sclubility (column elution}451610-01 ETI Hy0
830.7860 Solubility (generator cclumpn)

451610-01 ETI Hy0
830.7950 Vapor Pressure 451610-01 ETX Hy0
870.1100 Acute QOral & Percutaneous

Toxicity in Rats 450169-01 ETI Hy0

= Name and Title Cate
cf/ é Aﬁ Dlivia D. Laird/Consultant/Agent | 8/21/02

EPA Form 8570-35 (9-97) Electronic and Papér versions availabfe. Submit only Paper version, Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public réporting burden for 1his collection of information is estmated lo average 0.25 hours par response for regisiralion acllvities and 0.25 hours per response for
reragistralion and special review aclivilies, including time for reading the Instructions and compleling the necessary forms. Send comments regarding the burdan estimale or any other aspect of this collection of
information, inciuding suggestions for reducing the burden to; Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Streel, S.W., Washington, DC 20480. Do not

send the form to this address.
DATA MATRIX
Date Alije L, 2043 EPA Reg No fFlle Symbol ™77 7~ Page ., of
Applicani's/Registrant's Name & Address e Product
L7745 ile I § » ’ RE) & l A‘iEN 30
ingredient e - i
Guideline Reference Number Guideline Study Mams MRID Number Submitter Status Note
. { 3 ; Y it ]
al - IR 4 i L A ] -
w Ve itk a b d - 48 -
L 4 | | I 'L |
S530. Tl l B (genorator i
- . E o - !
10 w . : L
, Name and Title Date
f 1 ¢ - = 7 - ey -
{ r". Al 1, - /ﬂi“ -J“
and Paper varsions avaiable. Submi only Paper version. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0C80

Paperwork Raduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activities and 0.25 howrs per response for

reregistration and special review activities, including time for reading the Instructions and complating the necessary
information, including suggestiens for reducing the burden to: Direclor, OPPE Information Managemant Division (2137], U.S. Environmental Protection Agency, 401 M Stresl, 5.W., Washington, DC 20480 Do nal

forms. Send comments regarding the burden estimate of any other aspect of this coflection of

send the form to this address.
DATA MATRIX
Date Augest 21, 2002 EPA Reg No/Flle Symbol 7297 7= Pagey of
Innovative Nedicel Secvices Product

Applicant's/Registrant’s Name & Address
- Gillespie

+*%5 ¢

L

way, Bl Cajon,California

22020

ingredient allver and Cltcic Acld
Guideline Relerence Number Guideling Stucy Name MRID Number Submitter Stalus Note
I..)'.7a]" la-'é_"h}ﬂi.l.;.u & intant ‘t“‘“:'."‘f."l -t .
6J0.T540 arvicile L 15161 0-0] :
130, artiticn Coefk t (n=
Ctunolwatear) , shaks Loch mrbhos 45181 0-01 T W0
diUe 1280 Fustlitlon Coefiliglent (A=
octanol/ My U)germrator ollown sethod | 45161 0= B4 Ba¢
B30,.757¢ Parclitioa Coefficient [(n=-
botanol/watac ,est. by liquid chromatoprayby
415161 0=01 - ~
sl /88 Sy Ll Ll L}y ":.rh-_-i 9:&!’.:‘.«_?[11]{!;\.#"‘11. - | iyl
dila.Teou Solability (generator colupn)
451610=0] T R40
BIvaelas Va, Gt Vre uf 1516 10=01 T1 21
U Aalill ACU L« Fal & Pui CAnNROUs
— Toxiclt Lh dats 4501 - 'y -
P |
.
©@dnature ) Naine and Tille Date
el ~d - . - ilivia Do Lalpd/Cemsultant 72gent 31 /0
- - A - - "i!* _rh* J .;. _:}-d'..u f
EPA Fasm 85706-35 and Paper versions avallable. Submit enly Paper version. Originator Copy
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. INSTRUCTIONS FOR DATA MATRIX .

INSTRUCTIONS: identify eff data submilted or cited and all submiiters from whom permission has been received or to whom offers to pay have been sent by entering sufficlent information In the attached
matrix (pholocopy and aftach addiional pages as necessary). Compilete ail columns, emission of essential information will defay approval of the registration/reregistiation. On each page onter the date,
Applicant's/Registrant’s name, EPA Registration Number or application e symbel of the product, Ingredient, page number, and total number of pages,

The Data Compensation Form entitled “Cartification with Respect o Ciation of Data” and the Data Matrix will be publicly avallable, except for the Guideline Reference Number, Guideline Study Name, and
MRID Number columns afer the registralionyreregistration of this product has been granted or once (his form is received in response to a Dala-Call-in Nofice. However, the information in the Guidsiine
Reference Number, Guidelins Study Name, and MRID Number columns is available through fhe Freedom of Infermation Adt In assodiation with the EPA Registration Number.

Ingredient; dentify the active ingredient(s) In thia product for which dala are clted. Thi aclive Ingredient(s) are lo be identified by entering the chamical name and the CAS regisiry number. Begin a new
page for each separats aclive ingredient for which data are clted. If bridging data from & relitted chemical o representalive test compound are cifed, enter the identlly of thal chemicalirepresentative test
compound inchiding the EPA Registration Number/File Symbel if appropriate.

If the cite-all mathod &s used for all data supporting this particular Ingredient, enter "CITE-ALL" in the Guideline Rederence Number columnn and leave the Guidsline Study Name column blank. if
he cite-all method is used for a particular Guideline Reference Number enter "CITE-ALL" in the MRID Number coltemin on the line for that Guideline Raference Number. in either case, enter all submiiters
to whoen offers lo pay have been sen| on subsequent lines. [Nole: If the saleclive method of suppo! s used and wriltten authorization (etter of permisalon) is provited, the individual Guideling Reference
Number, Guideline Study Nama, and MRID Number columins mus! still be compieted.] Otherwise:

Guideling Reference Number: Enler on sepamis Ines in numerical omer the Guidaline Reference Numbers from 40 CFR Part 158 for all studies ced to support the registration/reregistration for this
ingredient.

Guideline Study Name: For each Guideline Reference Number ciléd, enter the corresponding Guideline Study Name,

MRID Number; For each individus| study clled In suppan of 8 Guideline Reference Number and Guideline Study Name, enter the Master Record Idntification (MRID) Number listad in the Pesticide
Dacumen! Managemen! System (PDMS). Enler only one MRID Number on each line. Nole that more than one MRID Number may be required per Guideline Reference Number. Nole: Occasionally 8
study required (o maintain a registralionfreregistrafion is not associated with a Guidefine Reference Number and Guidsline Study Name. In such case, enter the MRID Numiber(s) for the sludy(ies).

Submitter; Using the most recant Data Submilters List, identify he Original Data Submittar with their current address lor each study clied  The EPA assignad company number or other abbreviation may
be used Clearly explain any variations (allemate addresses, data ownars nol on the Data Submiiters List, elc.) in footnoles to this table.

Status: Enter one of the folowing codss for each study ciled, 23 appropriate:

OWN: | am the Original Data Submitter for this study.

EXC: | have cbitained waitten permission of Ihe Original Data Submitter lo oite this exclusive-use study in suppest of this application.

PER: | have obtained the pammissinn of the Original Data Submitter to use this study in suppor of this application.

oLD: The study was submilled more han 15 years ago and il periods of compensation have expled.

PL: The study is In the public Gterature.

PAY: | have potified in willing the Original Data Submitiar or, if the ciie-all mathad is usad, 3l companies listed in the most cument Data Submilters List for fhus mgredient, and have offered
(&) o pay compensalion in accordance with FIFRA ssclions 3(o)(1)(F) andior 3(c)(2)(B), and (b) to commance negoliations (o determing the amounl and lerma of compensalion, if any,
1o be paid for the use of the study(ies),

GAP: This Gasdeline data requirement is a data gap es dafined in 40 CFR sections 152.83(a) and 152 86.

FOR: | am talking the GBrmulator's exemplion for this Ingredant enly. Othar calumns of this line should be marked NA", However, if this product is to be registeredireregistered for addrtionat

uses for which the purchased EPA registarad ingredient is nol supported, sddiional dala miusst be submitted or cited here o suppert thoss uses.
Pota, ' addManal explanation is noedad, enter a footnote munber in this column and attach the comesponding expiznation.
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"3“*’3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
(% 401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Agproved OMB No, 20700060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activites and 0.25 hours per response for
reregistration and special review acliviies. including time for reading the mstructions and completing the necessary torms. Send comments regarding Me burden eslimate or any other aspact of this coliection of
information. Including suggestions for reducing the burdan 1o: Direclor, OPPE Information Management Division (2137), U S Environmaental Protecton Agency, 401 M Street. S W, Washington, OC 20480 Do not
send the form to Ihis address

DATA MATRIX
Date August 21, 2002 EPA Reg No fFile Symbol 72977 Pagel of 4
Applicant sRegistrant's Name & Addrass [nno“*'v* Medical Services Product
1725 Gillespie Way, El Cajon,California 92020 AXEN 30
ingredient Silver and Citric Acid
Guideline Reference Number Guideline Study Name MRID Mumber Submitter Status MNote
5 B3U.1550 Product Identity, Composition [451610-01 ETI ggp
830.1600 piscription of materials used
to produce the product 451610-01 ETI H»O
B3O0,162Z0 Manufacturingy Preocess 451610-01 ETI H40
B30.1650 Discription of formulation
Procesgs 451610-01 ETI H50
830.1u7U Discussion of formation of
Impurities 451610-01 ETI H-0
830.,1700 Preliminary Analysis 451610-01 ETI H40
830.1750 Certified Limits 451610-01 ETI H,0
830,1800 Enforcement Analytical Met 4516001 ETI 1i,0
830.1900 Submittal of Samples 451610-01 ETI Hy0
830.6302 Color 451610-01 ETI II:L'J
830.6303 Physical State 451610-01 ETI H,0O
s B30.6304 Odor 451610-01 | BTI H,0
; ‘ Name and Title Date
"q/ Dlivia D. Laird/Consultant/Agent| B/21/02

EPA Form 857035 @97 Eled:romc and Paper @rsions available, Subrii oniy Paper version. Agency Internal Use Copy
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=Y ) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
ng, 401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 20700060

Paperwork Reduction Act Notice: The public repariing burden for this coftection of information s eatimated to average 0.25 hours par response fos registration adtivities ang 0.25 hours per response for
reregistralion and special review activiles, Including time for reading the instructions and completing the necessary forms. Send commertls regarding the burden estimate or arvy ather aspect of this callection of
information, including suggestions for reducing the burden to: Director, CPPE Information Management Divislon (2137). U.S. Environmental Frotection Agency, 401 M Street, S\W., Washinglon, DC 20460. Do not
send the form o this address. .

DATA MATRIX
Date ' EPA Reg No_File Symbol - Page " of
Applicant's/Registrant’s Name & Address . ! ! Product
a - . 'y i ¥ 14 | 4 1 : Ax &4 N w
Ingredient L AVel [ (S 4 o | ol B
Guideline Reference Number Guideling Study Name MRID Number Submitter Status Note
]
b \

ﬁnm y, Name and Title Date

EPA Form 857035 (5-97) Eledmnlc and F'aper versions avallable. Submil only ﬁper version, Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
WASHINGTON, D.C. 20460

Form Approved OMB No 2070-0080

Paperwork Redustion Acl Notice: The public reporiing burden for this coliestion of information is estimaled 10 average 0.25 hours per response for registralion activities and 0.25 hours per responss for
reregistration and special review activities, inciuding time (or reading the instructions and compleling the necessary forms. Send comments regarding the burden astimate of any other aspect of this collaction of
information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stresl, 5.\, Washinglon, DC 20460. Do not

send the form o this addiess.
DATA MATRIX
Date August 21, 2902 EPA Reg No/Flle Symbol 72977~ Pagel of 1
Applicant's/R s Name & Address lnrovative Medloal fServices Product
1725 Cilleapla Way, 1l Caion,California 92020 .-A)(E.I\J A0
Ingredient Gliver «ad Clitrlic Acid
Guidefine Reference Number Guldefine Study Name MRID Number Submitter Stalus Note
5 1dval55¢C Froduct Identity, Compusition |Jd45146]10-1 =l VaO
#idls 1l Plscription of saterila L&
4 sEUdGLe ki O 4516510=1 ] PPT Ha
sUalt : cturing Preocess 451610-0) =Tl iy
Ud0. 4 L § .3 oLl forsulavion
Froceus 451610=-0) ETI Ha
J b . s dln L forsatl
1 T ities 451610=-01 ged Ty
030l /70U Preliwminers aiyml 451610=0) Tl Vi
13041751 Certifled Limits 451510= Tl -
20,1200 Enforcenent Analytical ‘~:et‘:51:‘pﬂ: RTT HaO
B30.1904 dubnitlal of Dasples 451910=n1 BT Fai
8JL.6) Uil 451617=91 1 Ral
B3I, 8 5 ‘hyBsical fGtate 51610~-n] TI Uy
: dlls il W or 45161 0=n} i | T-‘.
Dhnature _ J Natne and Thie Date
¥ o . g e NPlivia D, Laird/Tonauttant fAcent| R/21 /07

" £ - - '," s o [ e [
EPA Form 6570-35 (9-97) Electronic and Faper versions avaldable. Submit ondy Paper verston,

Originator Copy
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INSTRUCTIONS: muum«mwammmmmmmunmmhwnmmmmmmmmmw
malrix (photocopy and attach addiional pages as necessary), Complele all cokimns; omisslon of essential information Will delay approval of the registration/reregistration. On each page enfer the date,
Applicant's/Registrants name, EPA Registration Number ot application file symbol of the preduct, ingredient, page number, and total number of pages.

The Data Compensation Form entitled “Cartification with Respect to Cliation of Data™ and the Data Matrix will be publicly avallable, except for the Guideline Raference Number, Guideling Stugly Name, and
MRID Number cofumns aftar the registration/reregistration of ihis product has been granied or once this form Is recelved i response to a Dala-Cal-In Nofice. However, the information In the Guideline  ~
ﬂ-ﬁnmtﬁmw‘wmm..wmnnwmummmsmummnmmmemwonmmw

Ingredient: Idantify the aclive ingradient(s) in this product for which data are cited. The aclive ingredient(s) are 1o be identified by entanng the chemical name and the CAS regietry manbes. Begin a new
page for each separate aclive Ingredient for which data are cited. |f bridging data from & relpled chemical or representative les! compound are cited, enler the kienilty of thal chemicalrepresentative test
compound inciuding the EPA Registration Number/Fie Symbdl if appropriale.

I the cite-all method Is used for 5l dala supparting this particular ingredient, enter "CITE-ALL" in the Guideline Reference Number cojumn and leave the Guideiine Study Name column bark. If
the oe-all method is used for a particulsr Guideling Referance Number enler “CITE-ALL" In the MRID Number column on the lne for that Guideline Reference Number. In elther case, enter all submifters
to whom offers |o pay have been sent on sibsequent lines. |Note: If the selective method of support Is used and wiitten authorizalion (letter of parmission) s provided, the individual Guideline Relerence
MNumbe:, Guideline Study Name, and MRID Number columns musl still be complated.] Othsnaise:

Guideline Reference Number; Enter on separate ines in numerical arder the Guideine Reference Nusmbers from 40 CFR Parl 158 for all studies cted to support the registration/reregisiration for this

MRID Nismber; For each individual stedy cited in sapport of 8 Guidefine Reference Number and Guideline Study Name, enter [he Master Record Identification (MRID) Number lisied in the Pestiside
Document Managemen! Systern (PDMS)  Entar only ons MRID Number on sach ine. Note that more fhan one MRID Number may be required per Guideline Reference Number, Nolec Occasionaly a
sludy required to maintain 2 registration/réregistration is not associated with a Guideline Referance Number and Guideline Study Name. In such case, enter the MRID Number(s) for the study(ies).

Submifter: Using the most recent Data Submitters List. identity ihe Original Data Bubmittar with thelr curment address for sach study clled  The EPA assigned company number or other abbreviation may
be used. Clearly sxplain any variations (atemate addresses, data owners not on the Data Submiliers List, elc.) in footnotes (o this tabie.

Stalus: Enter one of the folowing codes for each study cled, as appropriate:

OWN: | am the Onginal Data Submilter for this study.

EXC: ) have obtained wrilten permission of the Original Data Submitter to cite this exciusive-gee study In suppert of this application.

PER: | have obtained the permission of the Driginal Data Submitter lo use this study In suppor of this application,

oLD; The study was submitted more than 15 years ago and all periods of compensation have expired,

L The study i in the public [Rerature.

PAY: | have notified in wriling the Original Duta Submifter or, If the cite-afl methed is used, all companias fistad in the moat cument Cata Submilters List for thia ingredian!, and have offered
{2) o pay compensation in accordance with FIFRA seclions 3{c){1)(F) and/or 3{c)(2)(B). and (¥ lo commange nagoliations lo determine the amount and terms of compensation, if any,
1 be paid for the use of the study(ies).

GAP: This Guldelne dals requirsment is & dals gep as defined in 40 CFR soclions 152 83(a) and 152.93.

FOR: | 8 taking he formutator's exemption ©r this igradient only. Ofhver columns of this ine should be marked "NA®, However, i this product is t be registerediroregisteres for adsitional

uses for which the purchased EPA regisisred ingredient is not suppored. uddiionsl daia must be submitied or clted here to suppoit those uses,
Mote: if additiona! expianation s nzeded, emer a footnote number in this cokumn and altach the comesponding explanation.
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) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -
(@ﬁ, 401 M Street, S.W.
WASHINGTON, D.C. 20460

Farm Appreved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.2 hours per response for registration activities and 0.25 hours per response for
reregistralion and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Directar, OPPE infarmation Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form lo this address.

DATA MATRIX
Date August 21, 2002 EPA Reg No./Fite Symbol 72977~ Paged of 4
Applicant's/Registrant's Name & Address Innovative Medical Services Product - _ -
1725 Gillespie Way, El Cajon,California 92020 AXEHN- 30
Ingredient Silver and Citric Acid
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
B70.1200 Acute Dermal Xrritation Rab 450169-04 ETI H0
870.1300 Acute Inbhalation Toxicity 451610-01 ETI H,O
870.2400 Primary Eye Irritation Rab, 4531610-01 ETI HyOQ
870.2500 Primary Dermal Irritation 450169-02 ETI H,0
870.2600 Dermal Sensitization G. Pigs 450169-05| ETI H50
92.2 AOAC Use Dilution Confirmation| Attached ETI H50 wn
92.2 AOAC Use Dilution Confirmation|Attached ETI H»Q
92.2 Fungicidal Activity Attached ETI H,-0
92.2 Residual Activity Attached ETI H»0
92.2 Virucidal Efficacy Attached ETI H,O
92.2 Virucidal Efficacy Attached ETI H,0
92.2 Virucidal Efficacy Attached ETI H,0O
92.2 Virucidal Efficacy Attached ETI H-0
92.2 Virucidal Efficacy Attachegd ETI H,O
Name and Title Date
Plivia D. Laird/Consultant/Agent| 8/21/02 |

Agency Internai Use Copy
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Form Approved OMB No, 20700080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is esfimaled to gverage 0.25 hows par response for registration activilies and 0.25 hours per responee for
reregisiration and special review activities, including time for reading he instruclions end compilefing the necsssary forms.  Send comments regarding the burden estimate or any ofhar aspect of this collection ol

information, including suggestions for reducing the burden to. Direclor, OPPE Information Management Division (2137), US  Environmental Protection Agency, 401 M Streel, S W., Washington, DC 20480, Do not

send the form to this address
DATA MATRIX
Date gunt 21, EPA Reg NoJFlle Symbol Page tof ¢
Applicant's/Registrant’'s Name & Address Product
AT £ ! . ' ¥ r ' AXEN 30
w i dJhag '
Guidaline Reference Number Guideline Study Name MRID Mumber Submitter Status Note
b/U.1200 Acute Dernsl] Ircitation Rad NS50168-04 Y1 W0
u "L lsall} lrritatri
- . % |
- & N,
ied - i AtLa .
< s Y BC 4 ALY 1 .
™ 1L "4 {4 ey Y -
. 19
| 1 ;_: 1 ‘I
-
|00 —
S / ' Name and Tie Date
-.' cf':, p -‘,' k«l_z ’ "-(“-1 I_’ 1{e . r WNEuItant / A ’
mmﬁm.as_m'#ﬂmmwﬂwmm.mwmm. Agency Internal Use Gopy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W..
WASHINGTON, D.C. 20460

Form Approved OMEB No. 2070-0060

Paperwork Reduction Act Notice: Tha pubilic reporling burden for this cellection of infurmation Is estimalad lo everage 0.26 hours per response for registralion sctivilies and 0.25 hotrs per response for

reregisiration and special review aclivilies, Including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collsction of

information, including suggestions for reducing the burden to: Direcior, OPPE information Managemant Division (2137), U5, Environmental Protection Agency, 401 M Street, 5 W, Washington, DC 20480. Do not

send the form lo this sddress.
DATA MATRIX
Date Avgust 21, 20LJ EPA Reg NoJFile Symbal 7 2% 7 7= Page 4 of 4
Applicant's/Registrant’'s Name & Adidress Innovative Hedicsl Servicen Product
Citar < o L e la 894%
1725 Gillesple Way, 21 Cajon,California %2070 AXE—N 30
Ingredient Silver ana Citric Acid
Guideline Reference Number Guidaline Study Name MRID Number Submitter Stalus Mote
870.1200 Acute Dermal Iccitatiom Rab P50169-0 49 ETT WO
8i10.1300 Acute Inhalation Toxicity 451810-01 T Loy i
iU 2400 Prinary Sye Ircltation Ral., 151610=01 Py W,
873s 224 tieary Derral Trritation ASC16%- I Oaf
lue WL yetmal Sensltizatior G, Plge i%0169=-0" R ~
Y Aval, Use Dillutlion Confirmatlion Attache RTI fisD wn
lad AMIAL Une Gllutlen Confizmationl Atreu 1 2
P Yungici \CLivity wLtache I Maf
Pde Mueivual ACLivVILY Attache | sl
pded 'iliuclidal LIiflcacy Attached ITI lol
5d.2 Virvcidal Sfficacy Attached BTI K0
4.1 Viruglceal [ieacy Attached BTI Wit
3l Vicucls® lLicacy Attaclhed "".‘!j_ In 2
od vitucidal fficacy Atiached : Nnal
i~ 2
[os) -
. Y~ F A [ 4 -l St noot ‘ : -
(o ogh” s g o o ) \ v 4 oo Mivia P, Lales/Consultant/Aqgent| /7174
EPA Form 8570-35 (9-87) Elecironic and Paper versions Submit only Paper version. Originator Copy
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INSTRUCTIONS: MﬂMWU“&MdmmMMMMMUHMMNWMWMMWMMMhMM
matrix (photecopy and attach addional pages as necsssary). Complets all columne, omission of essenfial information will delay approval of the registrstion/reregistration. On each page erterthe date,
Applicant' sRegistrant's name, EPA Registration Number or application file symbol of the product, ingredient, page number, and tofal number of pages.

The Data Compensation Form enlitled “Certificalion with Respect lo Citation of Data™ and the Data Matrix will be publicly available, except for the Guideline Raference Number, Guideline Siudy Name, and
MRID Number columns after the registrationreregistmtion of this product bas besn granted of once this form is recalved In responsa to & Data-Call-In Nolica. However, the Information in the Guideiine
Reference Number, Guideline Stody Name, and MRID Number columns is available through the Freedom of information Adt in assedistion with the EPA Registralion Number.

{ngredient; the active ingredient(s) in this product for which data are cited. The active ingredient(s) are 1o be identiied by entering the chemical name and the CAS regfstry number. a new
page for each separate actve ingredient for which dats are cited, If briiging dala from @ related chemical of representafive lest compound are ciled, enter the identlly of that chemicall test
compound including the EPA Registration Number/File Symbo! if appropriate.

I tive cile-all mathod s usad for all data supporting this particular ingredient, entar "CITE-ALL" in the Guideline Referance Number column and leave the Guideline Study Name column hiank. If
the clte-all method is used for a particular Guideline Reference Number enter "CITE-ALL" in the MRID Number coluimn on the fine for thal Guideline Referance Number. In sither cass, anler all submilters

to whom offers to pay have been senl on subsequent lines. [Note: If'the selaclive method of suppert is used and willlen authorization (letier of parmission) Is provided, the individual Guideline Reference
Numbey, Guideline Study Name, and MRID Number columns must still be completed | Olierwite:

mmm Enter on saparate lines in numarical order the Guideline Referance Numbers from 40 CFR Parl 158 for all studies vited to support the registration/reregistration for this

Guideline Study Name: For each Guideline Reference Number cited, enter the cormespanding Guideling Study Name.
mmmmmuadhmdummmmmmm entér the Master Record Identification (MRID) Number listed in the Festicide
Systam (POMS). Enter only one MRID Numbsar on sach line, Note thal mora than one MRID Number may be tequired per Guideling Referance Number. Nole: Occasionaly a
an-w-mmm-mmmmmmm in such case, enter the MRID Numberis) for the study(les).

Submifter: Lising the most racant Data Submiltars List, identily the Original Dals Submilter with their cument address for each study cited. The EPA assigned company number or other abbreviation may
be used Clearly explain any varations (altemale addresses, data owners not on the Deta Submilfers List, eic.) in looinotes to this table.

Status: Enter one of the following codes for sach study ciied, as appropriate:

OWN: | am the Original Data Submitter for this study.

EXC: | have obtained written permission of the Original Data Submitier to olle this exclusive-use study in suppornt of this application,

PER: | have obéained the permizsion of the Original Data Submiier o use this study In suppor of this application.

oLD: The study was subimitted maose than 15 years ago and all penoda of compensation have expired,

PL:  Thestudyisinthe public ierature.

PAY: | have notified in wriling the Original Data Submitter or, If the cite-all method is used, all companies fisted in the most current Dala Submitfsrs Ust for this ingredient, and have offered
{a) tn pay compensation in accardance with FIFRA sscfions 3{c)(1)(F) andior 3g)(2)(8), and (b) to commence negeliations o delsrmine the amount and terms of compensation, ifany,
{0 ba pald for the use of the siudyes).

GAP: This Gddeling data requirement i 3 sl gap as defined In 40 CPR sactions 152 53{a) and 152.96.

FOR: | amm taidng e Bormulstor's exemption for this ingrediont only. Other columns of this line should be marked "NA". However, If s product in to be registeredireregistered for additional

uses for which the purchesed EPA ragistered ingrediont fs not suppoerted, addifonal date nwst be submitted or clled here fo suppent those usss,
Mote; If additiona! explanation is needad. enler 2 fainole nuinber in Tus column and siach 1 culespendng sxplanation,



Page is not included in this copy.

Pages 183 through 185 are not included in this
copy -

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

__X___ The product confidential statement of formula.
Information about a pending registration action.

FIFRA registration data.

The document is a duplicate of page(s) .

The document i1s not responsive to the request.
Proprietary information pertaining to the chemical
composition of an inert ingredient provided by the source
of the ingredient.

Attorney-Client Privilege.

Claimed Confidential by submitter upon submission to the
Agency.

Internal Deliberative Information.

* The information not included is generally considered confidential by product
registrants. If you have any questions, please contact the individual who
prepared the response to your request.






